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TITLE 3—THE PRESIDENT 

PROCLAMATION 2915 

Amfndiho Proclamation No. 2906’ or 
October 6. 1950, Entitle® "Special 
Recisteation" 

% 

BY THE PRESIDENT Of THE UNITED STATES 
OF AMERICA 
A PROCLAMATION 

WHEREAS I find such action to be 
practicable and desirable. In the Interest 
of the national defense, and in the na¬ 
tional interest: 

NOW, THEREFORE, I. Harry S. Tru¬ 
man. President of the United States of 
America, acting under and by virtue of 
the authority vested In me by the Selec¬ 
tive Service Act of 1948, as amended, 
and as President of the United States, 
hereby proclaim that Proclamation No. 
2906 of October 6. 1950. be, and it is 
hereby, amended, effective as of Octo¬ 
ber 6, 1950. so as to exempt from the 
force and effect thereof, until other¬ 
wise directed by the President by procla¬ 
mation, (1) commissioned officers, war¬ 
rant officers, pay clerics, enlisted men, 
and aviation cadets of the Regular Army, 
the Navy, the Air Force, the Marine 
Corps, the Coast Guard, the Coast and 
Geodetic Survey, and the Public Health 
Service, and (2) aliens who are resid¬ 
ing in the United States and have not 
declared their intention of becoming 
citizens of the United States and who 
are also in one of the following cate¬ 
gories: (a) alien students admitted un¬ 
der subdivision (e) of 5 ection 4 of the 
Immigration Act approved May 26.1924. 
as amended, (b) aliens recognized as 
diplomatic, consular, military or civilian 
officials or employees of a foreign gov¬ 
ernment and members of their families, 
<c> aliens who are officials or employees 
of a public international organization 
recognized under the International Or¬ 
ganizations Immunities Act. approved 
December 29. 1945 ( 59 Stat. 669>. and 
members of their families, cd) aliens 
who have entered the United States and 
remain therein pursuant to the provi¬ 
sions of section 11 of the Agreement be¬ 
tween the United Nations and the United 
States of America regarding the Head¬ 
quarters of the United Nations, as ap¬ 
proved in Public Law 357, 80th Congress 


* 15 F. R. €815. 


(61 Btat. 756>. (e> aliens who are na¬ 
tionals of a country with which there 
is In effect a treaty or International 
agreement exempting its nationals from 
military service while they are within 
the United 6tates, or <f> other aliens 
whose admission to the United States is 
for a temporary stay only: Provided , 
that such exemption shall not continue 
after the cause thereof shall cease to 
exist. 

The said proclamation of October 6, 
1950, Is hereby further amended by sub¬ 
stituting for the words “doctor (s) of 
medical dentistry" wherever they occur 
therein, the words “doctor(s) of dental 
medicine." 

IN WITNESS WHEREOF. I have here¬ 
unto set my hand and caused the Seal of 
the United States of America to be 
affixed. 

DONE at the City of Washington this 
27th day of December in the year of 
our Lord nineteen hundred and 
CsealI fifty, and of the Independence 
of the United States of America 
the one hundred and seventy-fifth. 

Harry S. Truman 

By the President: 

Dean Acheson, 

Secretary of State . 

(F. R. Doc. 60-125*2; Filed. Dec. 28. *1950; 

8:47 p. m l 


TITLE 5—ADMINISTRATIVE 
PERSONNEL 

Chapter I—Civil Service Commission 

Part 6—Exceptions From the Competi¬ 
tive Service 

MISCELLANEOUS AMENDMENTS 

1. Under authority of ( 6.1 <d> of Ex¬ 
ecutive Order 9830, the exception of the 
position of "Chief. Reports Analysis 
Branch" in the Office of Loans, Recon¬ 
struction Finance Corporation ((6.121 
<h) <1) is revoked, effective upon publi¬ 
cation in the Federal Register. 

2. Effective upon publication in the 
Federal Register, (6103 (hi <2) is 
amended to read as follows: 

(6.103 Treasury Department. • • • 
<h) Comptroller of the Currency . 

• • • 

(Continued on p. 9422) 
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RULES AND REGULATIONS 


CODIFICATION GUIDE-^on. 

Title 32—Continued Pa ^ 

Chapter IV—Continued 

Part 427_ 9514 

Part 428_ 9514 

Chapter XVI: 

Part 1621. 9515 

Title 32A 

Chapter I: 

Part 9_ 9515 

Title 39 

Chapter I: 

Part 92.. 9515 

Part 127_ a _ 9520 

Title 43 
Chapter I: 

Appendix (Public land orders): 

694. 9521 

Title 49 / 

Chapter I: 

Part 95.. 9521 


(2) NC/PD. Until December 31. 1951. 
positions of Chief National Bank Ex¬ 
aminer. Assistant Chief National Bank 
Examiner. District Chief National Bank 
Examiner. National Bank Examiner, and 
Assistant National Bank Examiner, 
whose salaries are paid from assessments 
against national banks and other finan¬ 
cial institutions. 

3. Effective upon publication in the 
Federal Register. § 6.107 (b) (1) Is 
amended to read as follows: 

i 6.107 Department of the Air Force . 

• • • 

(b) Office of the Inspector General. 
(1) Until December 31. 1951. in order to 
provide civilian personnel complemen¬ 
tary to military personnel. 20 Special 
Agent positions in the Office of Special 
Investigations. Office of the Inspector 
General. Headquarters, and 75 Special 
Agent positions in district offices of the 
Office of Special Investigations. U. S. Air 
Force, in grades GS-11 or higher. 

4. Effective upon publication in the 
Federal Register. { 6.120 <b) is amended 
to read as follows: 

§ 6.120 The Tax Court of the United 
States. • • • 

<b) NC PD. Until December 31. 1951. 
a Clerk of the Court and a Chief Deputy 
Clerk. 

5. Effective upon publication in the 
Federal Register. $ 6.121 <h) is amended 
to read as follows: 

5 6.121 Reconstruction Finance Cor- 
poration. • • • 

<h) Office of Loans, (1) Until Decem¬ 
ber 31. 1951. positions of Manager; As¬ 
sistant Manager; Executive Assistant to 
the Manager; Chairman and four mem¬ 
bers of the Review Committee; Chairman 
and Vice Chairman. Committee on Prac¬ 
tices and Procedures; Chairman and Vice 
Chairman. Marketing and Liquidation 
Committee; Director and Assistant Di¬ 
rector each of the Loan Operations and 
Field Operation Division; Chief and 
Assistant Chief, each of the Public 
Agency and Field Liaison Branches; 
Chief and two Assistant Chiefs of the 
Business Loans Branch; Chief of the 
Mining Branch; Chief of the Transpor¬ 


tation Branch: Chief of the Financial 
Institutions Branch; Chief Engineer and 
Chief Appraiser of the Engineering and 
Appraisal Branch; Head of the Railroad 
Section; and Head of the Air. Motor, 
and Marine Section. 

6. Effective upon publication in the 
Federal REGtsTiljM 6.142 (c) (7) Is 
amended to read os follows: 

i 6.142 Housing and Home Finance 
Agency . • • • 

(c) Federal Housing Administration . 

• • • 

(7) NC/PD. Until December 31.1951. 
eighty Field Directors (State. District, 
and Territorial). 

<R. S. 1753. Me, 2. 22 8Ut. 403; 5 U. 8- C. 631. 
633. B. O. 9830. Feb. 24, 1947. 12 F. R. 1259; 
3 CFR. 1947 Supp. E. O. 9973. June 28. 1948, 
13 F. R. 3600; 3 CFR, 1948 Supp.) 

United States Civil Sigv- 
ice Commission, 
f seal] L. A. Moyer, 

Executive Director . 

a |P R. Doc. 50-12520; Filed, Dec. 29. 1950; 
8:53 a. m.) 


TITLE 7—AGRICULTURE 

Chapter I—Production and Marketing 
Administration (Standards, Inspec¬ 
tions, Marketing Practices), Depart¬ 
ment of Agriculture 

Subriiopttr C—ftegulotioru and Stondordi Under 
the Farm Product Inspection Act 

Part 53—Meats. Prepared Meats, and 
Meat Products •Grading. Certifica¬ 
tion and Standards) 

revision or OFFICIAL u. s. standards for 
grades of slaughter cattle 

On November 29. 1950. there appeared 
in the Federal Register (15 P. R. 8166) 
a notice of proposal revision of the 
Official U. S. Standards for Grades of 
Slaughter Cattle (U. & D. A., PMA, 
Service and Regulatory Announcement 
No. 112) under sections 203 and 205 of 
the Agricultural Marketing Act of 1946 
(7 U. S. C. 1622 and 1624) and the Items 
for marketing farm products and mar¬ 
ket inspection of farm products recur¬ 
ring in the annual appropriation acts 
for the Department of Agriculture and 
currently found in the Department of 
Agriculture Appropriation Act. 1951 
(Chapter VI, Pub. Law 759. 81st Con¬ 
gress. 7 U. S. C. Supp. 414). 

After due consideration of all rele¬ 
vant material presented pursuant to the 
notice and pursuant to the statutory 
authorities cited above, it is hereby 
ordered that said standards are revised 
to appear in 7 CFR. Part 53. Subpart C 
as follows: 

subpart o—live animal standards 

6ec. 

53 201 Cattle. 

53.202 Slaughter cattle claaset. 

53 203 Slaughter cattle grades. 

53 204 Specifications for official United 
States stondordi for grades of 
slaughter steers, heifers, and cows. 
53.206 Specifications for official United 
States standards for grades of 
slaughter bulls. 

63-206 Specifications for official United 
States standards for grades of 
slaughter stags. 


Authority: 1153 201 to 63206 Issued 
under sec. 205. 60 Stat 1090. Pub. Law 759. 
81st Cong.) 7 U. S. C. 1624. Interpret or apply 
sec. 203. 60 Stat. 1087; 7 U. 8. C, 1622. 

5 53.201 Cattle. Tire official stand¬ 
ards for live cattle developed by the 
United States Department of Agriculture 
provide for segregation first according to 
use—slaughter. faSder and Stocker— 
then as to class which is determined by 
sex condition, and then as to grade which 
Is determined by the apparent relative 
excellence and desirability of the animal 
for its particular use. 

153.202 Slaughter cattle classes. The 
classes of slaughter cattle are steers, 
heifers, cows, bulls and stags. Defini¬ 
tions of the respective classes are as 
follows: 

(a) Bull. A bull is an uncastrated 
male bevine. 

<b> Steer. A steer Is a male bovine 
castrated when young and prior to 
developing the secondary physical 
characteristics of a bull. 

(c) Stag. A stag is a male bovine 
castrated after it has developed or begun 
to develop the secondary physical char¬ 
acteristics of a bull 

(d) Cow. A cow Is a female bovine 
that has developed through reproduc¬ 
tion or with age, relatively prominent 
hips, a large middle, and other physical 
characteristics typical of mature fe¬ 
males. 

<e> Heifer. A heifer Is an immature 
female bovine that has not developed the 
physical characteristics typical of cows. 

( 53 203 Slaughter cattle grades —<a> 
Grade factors. The specific grade of a 
slaughter animal Is determined by an 
evaluation in terms of factors which in¬ 
fluence carcass excellence—conforma¬ 
tion, finish, quality and maturity. 

(1) Conformation refers to the gen¬ 
eral body proportions of the animal and 
to the ratio of meat to bone. While 
primarily determined by the inherent 
muscular and skeletal system, it is also 
influenced by degree of fatness. Excel¬ 
lent conformation In slaughter cattle is 
denoted by a compact, wide topped, 
square rumped, ancWull quartered indi¬ 
vidual that is thickly fleshed. Fullness 
and thickness should be especially evi¬ 
dent in the portions of the body pro¬ 
ducing the more desirable cuts of meat- 
loin, ribs, and rounds. 

(2) Finish refers to the fatness of the 
animal. The quality, quantity and dis¬ 
tribution of finish of the slaughter ani¬ 
mal arc very closely associated with the 
palatability and quality of the meat 
which it will produce. Thus finish be¬ 
comes the most Important single factor 
affecting the grade of slaughter cattle. 
External finish is evidenced by fullness 
and the apparent thickness of the fat 
covering over the back. loin, rump, ribs, 
and rounds. Also, fat deposits giving 
fullness to the brisket, rear flanks and 
cod or udder, while varying decidedly 
with the breeding of the animal, are 
useful indicators of internal finish. A 
high degree of desirable finish Is evi¬ 
denced by a thick, firm, smooth layer of 
fat which is uniformly distributed over 
the body. 

(3) Quality in the live slaughter ani¬ 
mal refers to the refinement of hair. 
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hide and bone and to the smoothness 
and symmetry of the body. Quality is 
also Closely associated with carcass yield 
and the proportion of meat to bone. 
A high degree of quality in slaughter 
cattle is denoted by smoothness of flesh** 
Ing. relatively small bones, neat joints, 
neatly laid in shoulders and hips, re¬ 
fined hair and thin pliable hide, 

<4> The degree of maturity of slaugh¬ 
ter cattle is appraised on the basis of 
the physical characteristics indicating 
age. Youthfulness and fatness of the 
slaughter animal ore each credited with 
having a desirable effect on the porta¬ 
bility of meat. Therefore, within cer¬ 
tain limits, the standards for slaughter 
allow an increase in finish to com¬ 
pensate for advancing degrees of 
maturity. 

(b) General principles. (1) The de¬ 
termination of the carcass grade that 
the live animal will produce requires the 
exercising of well regulated judgment. 
Each animal gradetfpresents a different 
combination of the grade determining 
factors. It is not unusual to find an 
animal of one grade that has some of 
the characteristics associated with an¬ 
other grade or grades. Therefore, a 
composite evaluation of the total in¬ 
herent physical characteristics of the 
animal is essential for accuracy in de¬ 
termining grade. 

(2) Since evidences of maturity in 
the beef carcass vary among animals of 
the same approximate age, only general 
age limitations can be used for descrip¬ 
tive standards for slaughter cattle. 
Approximate maximum age limitations 
for steer, heifer and cow grades follow: 
Prime—36 months; Choice—42 months; 
and Good—48 months. There are no 
age limitations for the Commercial, 
Utility. Cutter or Canner grades. 

<3) The designation of slaughter cat¬ 
tle grades is usually made by classes. 
Since the same standard is applied to 
carcasses from steers, heifers and cows 
without class identification, these three 
classes are also combined in the slaugh¬ 
ter cattle grade descriptions. However, 
bulls and stqgs are always identified as 
to class in both carcass and slaughter 
cattle grading, since meat from these 
dosses is never interchangeable with 
meat carrying the same grade name 
from stem, heifers and cows. 

*4) The descriptions of the physical 
characteristics of the grades of slaugh¬ 
ter cattle In 55 53.204, 53.205, and 53.206 
represent the lower limit of each grade. 
No attempt is made to describe the nu¬ 
merous combinations of grade factors 
which may meet the minimum require¬ 
ments for a particular grade. Descrip¬ 
tions are limited largely to animals 
considered as typical of the lower limits 
of the grade. 

f 53.204 Specifications for official 
United States standards for grades of 
slaughter steers , heifers . and cows —(a) 
Prime. Only steers and heifers are 
eligible for the Prime grade. Cattle pos- 
wttsing the minimum qualifications for 
Prime grade are definitely superior in 
conformation, quality and finish. How¬ 
ever . Individual animals may differ some¬ 
what in appearance because of possible 
variations in the degree of excellence of 
the Indiv.Jual grade factors. In confor¬ 


mation, Prime cattle tend to be low set, 
compact, thickly fleshed and short of 
neck and body. They are wide over the 
back and loin with the width carried 
out .Mjuarely Into the rump. The shoul¬ 
ders and hips arc neatly laid in and 
smooth. The twist Is deep and full and 
the rounds thick and plump. There is 
a pronounced fullness or bulging over 
the crops, loin, and rump which con¬ 
tributes to a full, smooth, well-rounded 
appearance. The fat- covering is firm. 
Steers and heifers over 30 months of age 
have a very thick covering of fat over 
the crops, back. ribs, loin and rump. The 
brisket, rear flanks and cod or udder are 
very full and distended. Although the 
finish is usually evenly distributed and 
smooth, some cattle may have rolls of 
fat over the ribs, and patches around the 
tallhead. Steers and heifers 18 to 30 
months of age have a thick fat covering 
over the back. ribs, loin and rump. Tho 
brisket, rear flanks and cod or udder 
have the appearance of being filled and 
distended with fat The fat covering 
tends to be smooth with only slight in¬ 
dications of patchiness. Steers and heif¬ 
ers under 18 months of age may have 
only a moderately thick but smooth 
covering of fat which extends over the 
back, ribs, loin and rump. The brisket, 
rear flank and cod or udder show a 
marked fullness. Prime cattle exhibit 
evidences of high quality. The bones 
tend to be proportionately small, joints 
smooth, the hide moderately thin and 
pliable, and the body trim, smooth and 
symmetrical. However, some cattle may 
show slight evidences of coarseness such 
as heavy bone, thick hide, and uneven 
distribution of fat. 

<b> Choice. Cattle possessing the 
minimum qualifications for Choice grade 
may differ coa-iderably in appearance 
because of the many possible combina¬ 
tions of varying degrees of excellence of 
the grade factors. In conformation. 
Choice cattle tend to be moderately low- 
set and compact. They are moderately 
thick In natural fleshing atfd are moder¬ 
ately wide over the back and loin. The 
shoulders and hips arc moderately neat 
and smoothly laid in with only a slight 
tendency toward prominence in older 
cattle. The twist and rounds arc of 
moderate depth and plumpness. There 
is a fullness or bulge distinctly evident 
over the crops, loin and rump. The dis¬ 
tribution of fat may be slightly uneven, 
as evidenced by tics, rolls of fat over the 
loin edge and ribs, and patchiness 
around the tallhead. Cattle over 30 
months of age have a thick covering of 
fat over the crops, back. ribs, loin and 
rump. The brisket, rear flank and cod 
or udder are well filled and distended. 
Cattle 18 to 30 months of age carry a 
moderately thick fat covering over the 
crops, back, loin, rump and down over 
the ribs. The brisket, rear flank and 
cod or udder show a marked fullness. 
Cattle under 18 months of age carry a 
slightly thick fat covering over the top. 
The brisket, rear flanks, and cod or ud¬ 
der appear moderately full. Choice cat¬ 
tle usually have a moderately refined 
appearance but some coarseness may be 
evident in older animals. 

<c) Good. Cattle possessing mini¬ 
mum qualifications for Good grade may 


differ somewhat in appearance because 
of the numerous possible combinations 
of varying degrees of excellence of the 
grade factors. In conformation. Good 
cattle tend to be slightly low set and 
compact. They arc slightly thick in 
natural fleshing and slightly wide over 
the back and loin. The shoulders and 
hips are usually moderately neat and 
smoothly laid in but may appear slightly 
prominent in older cattle. The twist 
and rounds are usually moderately deep 
but may appear slightly flat with very 
little evidence of plumpness. There is 
usually a very slight fullness evident 
over the crops, loin and rump. The dis¬ 
tribution of fat may be somewhat un¬ 
even, particularly in older cattle, as 
evidenced by ties, rolls of fat over the 
loin edge and ribs, and patchiness about 
the t&Uhead. Cattle over 30 months of 
age carry a slightly thick covering of 
fat and the brisket, rear flanks and cod 
or udder show a marked fullness. Good 
cattle 18 to 30 months of age carry a 
slightly thin fat covering with some full¬ 
ness evident in the crops, brisket, flanks 
and cod or udder. Cattle under 18 
months of age may have somewhat lim¬ 
ited finish which is largely restricted to 
the back, loin, and upper rib. The 
brisket, rear flanks, and cod or udder are 
slightly fulL Good cattle are usually 
moderately smooth, and slightly refined 
in appearance. Some coarseness may be 
evident in the relatively older cattle of 
the Good grade. 

<d> Commercial. Cattle possessing 
the minimum qualifications for Com¬ 
mercial grade may be highly variable 
in appearance because of the wide range 
In tly? possible combinations of age, 
conformation, finish and quality. The 
Commercial grade includes all ages of 
steers, heifers, and cows. Young cattle 
in this grade tend to be slightly rangy, 
upstanding, thin fleshed, narrow through 
the crops, back and loin, somewhat 
prominent at the hips and shallow in 
the twist and quarter. The loin, rump, 
and rounds appear;flat with no evidence 
of fullness. Such cattle may show the 
heavy bone, prominent hips and shoul¬ 
ders associated with coarseness or they 
may show the small bones, tight hide 
and angularity denoting over-refine¬ 
ment. Cattle which range in age from 
30 to 48 months carry a slightly thin 
covering of fat which Is in evidence over 
the back, loin and ribs. The brisket, rear 
flanks, and cod or udder appear only ' 
slightly full. Cattle under 80 months of 
age carry only a thin covering of fat 
which is largely restricted to the back, 
loin, and uppef rib. Fully mature cattle 
appear slightly rangy, upstanding, and 
somewhat thin fleshed. They appear 
deep through the tore-rib and moder¬ 
ately wide over the back and loin. The 
hips and shoulders are prominent, and 
the quarters thin and shallow with no 
apparent bulge or fullness. Cattle con¬ 
sidered as having just reached full .ma¬ 
turity carry a slightly thick fat cohering 
over the back, ribs, loin, and rump which 
increases progressively with increasing 
age. Considerable patchiness about the 
tallhead may be evident. The crops, 
brisket, flanks and cod or udder appear 
slightly full. Mature Commercial cattle 
tend to be rather coarse and rough with 
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prominent shoulders and hips, slightly 
coarse bone, and moderately thick, 
heavy hides. 

ce) Utility. Cattle possessing the 
minimum requirements of the Utility 
grade may vary greatly in appearance 
because of the numerous possible com¬ 
binations of grade factors and the wide 
range in age of animals. In conforma¬ 
tion, cattle of Utility grade tend to be 
rangy. upstanding, angular and thinly 
fleshed. They are usually narrow 
through the crops with a slightly sunken 
or hollowed-out appearance of the loin, 
rump and rounds. Shoulders and 
hips are decidedly prominent Depth 
through the forc-rtb is much greater 
than through the rear flank with a re¬ 
sulting low proportion of hindquarter. 
Kature cattle carry a slightly thick fat 
covering which may be restricted to the 
back, loin, and rump. The crops of 
these cattle are very thin, and the bris- 
k t. rear flanks and cod or udder show 
only very slight fullness. Progressively 
less finish Is apparent in younger cattle 
ranging down to a very thin covering 
of fat for those under 30 months of age. 
Utility cattle tend to be of slightly low 
quality. The bones and joints are 
usually proportionately large and the 
hide either thick or tight and Inelastic. 

if) Cutter, Cattle possessing mini¬ 
mum Qualifications for Cutter grade may 
vary slightly in appearance because of 
age and varying combinations of grade 
factors. They tend to be decidedly In¬ 
ferior in conformation and quality and 
carry a very small amount of finish. 
Cutter cattle are very angular and rough 
in conformation. The fleshing is very 
thin, the hips and shoulders are^very 
prominent, and the loin and rounds 
usually present a very sunken or hol¬ 
lowed-out appearance. Fully mature 
cattle carry only a very thin fat covering 
while young immature cattle show no 
indications of any fat covering. Cutter 
cattle arc usually of low quality, ap¬ 
pearing quite rough, coarse and unsyra- 
metrical. 

<g> Canner. Cattle of the Canner 
grade are normally those of advanced 
age and so extremely thin as to appear 
emaciated. The typical Canner animal 
appears extremely angular, long and 
thin of neck, extremely narrow and 
shallow bodied. Shoulders and hips are 
extremely prominent. Cattle of this 
grade are very thin fleshed and the 
outline of the bony framework is very 
evident. The loin, rump, and rounds 
present an extremely sunken and hol¬ 
lowed-out appearance. The general ap¬ 
pearance denotes low quality. The rela¬ 
tive proportion of meat to bone is quite 
low, Joints appear large and the body 
is extremely angular‘and unsymmetri- 
cal. 

9 53.205 Specifications for official 
United States standards for grades of 
slaughter buffs—(a) Choice . Choice 
grade represents a very select segment 
of the class and Is composed primarily 
of bulls that have not reached full ma¬ 
turity. Bulls possessing minimum quali¬ 
fications for the Choice grade tend to 
be lowsct, compact, blocky individuals 
that are very wide topped and very 
thickly fleshed. The neck, shoulders 
and rounds show pronounced thickness. 
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yet they present a well-balanced, sym¬ 
metrical, smooth appearance. While 
Choice bulls yield a moderately high 
proportion of loins, ribs and rounds, the 
development of the forequarters defi¬ 
nitely exceeds that of the hindquarters. 
Choice bulls have a firm, relatively thick 
covering of fat which is fairly uniform 
and smooth. The brisket, rear flank, and 
twist appear full and plump. The ap¬ 
pearance is neat and trim though some 
coarseness about the head and shoul¬ 
ders may be evident. The hide is pliable 
and of medium thickness. The bones 
and joints are moderately refined. 

(b) Good . Good grade bulls include 
a wide range of ages and numerous 
combinations of the grade factors. In 
conformation, bulls meeting minimum 
qualifications for the Good grade tend to 
be moderately blocky and compact. 
They are thickly fleshed with short, thick 
necks, moderately wide backs and loins, 
and moderately thick rounds. Young 
bulls of this grade have only a slightly 
thick covering of fat. Older bulls carry 
at least a moderately thick fat covering 
with noticeable fullness in the brisket, 
rear flanks and twist. Bulls of this gr^de 
show only moderate refinement. They 
usually appear somewhat coarse in the 
shoulders and heavy of bone and have 
slightly thick hides. 

(C) Commercial . Bulls possessing 
minimum qualifications for Commercial 
grade are somewhat angular and rangy. 
They usually lack width and thickness 
over the top but appear rather thick 
through the neck, shoulders, and rounds. 
Yearling bulls have a very thin fat cov¬ 
ering and older bulls appear slightly 
thin. The brisket and rear fianks ap¬ 
pear only slightly full. Bulls of the 
Commercial grade are usually of rather 
low quality. They arc usually coarse 
boned, prominent in the shoulders, and 
lacking generally in body symmetry. 

(d> Utility, Bulls possessing mini¬ 
mum qualifications for Utility grade are 
usually inferior in conformation and 
quality and >*ry deficient In finish. 
Bulls of this grade are upstanding, 
rangy, narrow topped, and very shallow 
of twist and round. They are thinly 
fleshed but appear slightly thick through 
the shoulders and rounds. Young bulls 
of this grade sre practically devoid of 
finish, while older bulls have a very thin 
covering of fat. Exterior fats are con¬ 
fined principally to the back and the 
region about the tallhead. There is 
little or no evidence of fat deposits in 
the brisket or rear flank. Utility bulls 
are very coarse and rough in appearance, 
being especially prominent In the shoul¬ 
ders and hips, and lacking decidedly In 
trimness and body symmetry. 

<e> Cutter. Bulls possessing mini¬ 
mum qualifications for Cutter grade are 
extremely inferior in conformation and 
quality and practically devoid of finish. 
They tend to be very upstanding, rangy 
and anguiAr, thinly fleshed, narrow and 
shallow bodied. Shoudcrs and £ips are 
very prominent and the loin, rump and 
round present a rather sunken or hol¬ 
lowed-out appearance. The brisket is 
usually very wrinkled with no evidence 
of fullness. 

(f) Canner. Typical Canner grade 
bulls are very angular and rangy and so 
extremely thin as to appear emaciated. 


The muscular portions of the body pre¬ 
sent a sunken or hollowed-out appear¬ 
ance and the outline of the bony 
framework is very prominent and visible. 
Bulls of this grade possess an extremely 
low proportion of meat to bone. 

§ 53.206 Specifications for official 
United States standards for grades of 
slaughter stags —<a) Choice. Stags pos¬ 
sessing minimum qualifications for 
Choice grade tend to be lowset, compact, 
wide, and deep of body. They are 
thickly fleshed with pronounced thick¬ 
ness of the neck, shoulders and rounds. 
Although yielding a relatively high pro¬ 
portion of ribs, loins and rounds, the 
forequarters are decidedly deeper and 
thicker and show more development 
than the hindquarters. Choice stags 
usually show evidences of not being fully 
mature and carry a firm relatively thick 
covering of fat. The brisket, flanks and 
cod tend to be full and distended. Stags 
of this grade are usually smooth In their 
finish but are of only moderate qual¬ 
ity. They show some coarseness about 
the head and neck, slight prominence 
of the shoulders, fairly large bones and 
joints, and moderately thick but pliable 
hides. 

(b> Good . Stags possessing minimum 
qualifications for Good grade tend to be 
moderately compact and thick in ap¬ 
pearance. The neck is usually short 
and very thick and the shoulders wide, 
somewhat prominent and thickly fleshed. 
The back, loin, and rump are only mod¬ 
erately wide and full while the rounds 
appear thick and plump. Stags of this 
grade usually are much deeper and 
heavier through the forequarters than 
in the hindquarters. Relatively young 
stags have a slightly thick fat covering, 
while older stags have at least a mod¬ 
erately thick finish. The fat covering 
is fairly smooth and extends evenly over 
the crops, back and loin but may be 
slightly thin over the lower rib, rounds 
and shoulders. The brisket, fianks and 
cods appear moderately full. Stags of 
this grade appear rather coarse and 
locking generally in refinement. 

<c> Commercial. Stags possessing 
minimum qualifications for Commercial 
grade are usually upstanding, rangy and 
narrow. They are very thick through 
the neck and shoulders. They may be 
slightly thinly fleshed and the back, loin 
and ^mp may appear slightly thin and 
lacking in fullness. The rounds are mod¬ 
erately thick but shallow and lacking 
in plumpness. Relatively young stags 
have a thin covering of fat. while older 
stags have a slightly thick covering and 
usually show some fullness in the brisket 
and cod. Stags of this grade are usually 
rough, with prominent shoulders and 
heavy forequarters, and are very unsym- 
metrical in appearance. 

<d> Utility. Stags possessing mini¬ 
mum qualifications for Utility grade are 
very upstanding, long and shallow of 
body, and very narrow and uneven over 
their top. The neck and shoulders ore 
moderately thick, while the back, loin 
and rump have a thin, depressed or hol¬ 
lowed-out appearance. The depth of 
body is much greater through the fore 
rib than through the rear flank, with a 
resulting low proportion of hindquarter 
The fat covering of Utility stags is thin 
and confined mostly to the back and loin. 
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with the lower part of the shoulders, ribs 
and rounds being practically devoid of 
finish. The quantity of finish may range 
from very thin for very young stags to 
only slightly thick for old mature stags. 
Utility stags are decidedly rough and 
ccarse in appearance. Coarseness is very 
evident in the head. neck, shoulders, hips, 
and heavy bone. 

(e) Cutter. Starrs possessing mini¬ 
mum qualifications for the Cutter grade 
arc inferior in conformation and quality, 
and very deficient in finish. They appear 
very angular and very narrow through¬ 
out. They are very thinly fleshed and 
carry only a very thin to extremely thin 
covering of fat. The fleshy portions of 
the body have a sunken or hoilowed-out 
appearance and the shoulders and hips 
are very prominent. The proportion of 
ribs, loins and rounds from Cutter stag 
carcasses is relatively low. 

(f) Conner. Typical Canner grade 
stags are extremely inferior In confor¬ 
mation and quality and practically de¬ 
void of finish. In conformation, they 
appear extremely angular, rangy, narrow 
and shallow. They are extremely thin 
fleshed, and the outline of the bony 
framework of the animal's body is evi¬ 
dent. Loins and rounds appear very 
sunken and hoilowed-out. The relative 
proportion of meat to bone is extremely 
low, joints and bones appear large, and 
the body is very unsymmetricaL 

Present Subpart B of Part 53. Title 7. 
Code of Federal Regulations, is hereby 
redesignated as “Subpart B—Carcass 
Standards*" 

This order shall become effective upon 
publication In the Federal Register. 

This order conforms the slaughter 
cattle standards with revised standards 
for grades of carcass beef which are to 
become effective on December 29. 1950. 
It is desirable that these standards be¬ 
come effective as nearly concurrently as 
possible to avoid in so far as possible a 
variance between the criteria for deter¬ 
mining the class and quality of slaughter 
cattle and the criteria for making similar 
determinations for carcass beef derived 
from such cattle. Accordingly good 
cause Is found under section 4 of the 
Administrative Procedure Act <5 U. 8. C. 
1003) for issuance of this order effective 
less than 30 days after its publication in 
the Federal Register. 

Done at Washington. D. C.. this 29th 
day of December. 1950. 

I seal! Charles F. Br annan. 

Secretary of Agriculture. 

IP It Doc. 50-12463; Piled, Dec. 29. 1950; 

10:46 a. m.J 


Part 70— Grading and Inspection or 
Poultry and Domestic Rabbits and 
Edible Products Theriot: United 
States Specifications for Classes, 
Standards and Grades With Respect 
Thereto 

grading and inspection programs and 

SERVICES 

On December 13. 1950. notice of a 
proposed amendment to the regulations 


FEDERAL REGISTER 

governing the grading and inspection or 
poultry and domestic rabbits and edible 
products thereof and United States 
specifications for classes, standards, and 
grades with respect thereto <7 CFR Part 
70 » was published in the Federal Regis¬ 
ter <15 F. R. 8827). The amendment 
hereinafter set forth will extend, until 
May 1, 1951. the period of exemption of 
dressed poultry and dressed domestic 
rabbits, as such, from the provisions of 
85 70.16 and 70.17 of the regulations. 
This amendment Is deemed necessary be¬ 
cause of the shortage of materials 
sexied to bring poultry processing plants 
into compliance with 8 70.16 of the reg¬ 
ulations. The poultry processing trade 
has requested the proposed extension to 
enable poultry dressing plants to com¬ 
plete the requisite changes in facilities 
without undue hardship; and no written 
data, views, or arguments'were sub¬ 
mitted. during the period prescribed 
therefor, for consideration by the De¬ 
partment with respect to this action. 

The regulations currently provide that 
after December 31. 1950. only dresjed 
poultry and dressed domestic rabbits 
which arc produced in official plants may 
be brought into other official plants for 
processing under grading or inspection 
service. In order that there plants which 
are currently operating under the serv¬ 
ices p.cvided for in the aforesaid Adu¬ 
lations may continue to operate without 
Interruption and in/view of the current 
scarcity of necessary materials, it lias 
been determined that the amendment 
set forih herein be made effective upon 
publication in the Federal Register. 
Furthermore, the amendment relieves 
restrictions against the handling of 
dressed poultry and dressed domestic 
rabbits, as such. 

The regulations are hereby amended 
by revising the heading and provisions 
of 8 70.3 (h). Exemption for one year 
from the provisions of 8 70.16 and | 70.17 
to read as follows: 

8 70.3 Grading and inspection pro - 
grams and Servians. • • • 

<h) Exemption from the provisions of 
88 70.16 and 70.17. The provisions of 
88 70.16 and 70.17 shall not become ap¬ 
plicable to the production of dressed 
poultry and dressed domestic rabbits, as 
such, until May 1, 1951. Prior to this 
date, dressed poultry and dressed domes¬ 
tic rabbits which have been produced in 
other than official plants may be brought 
into official plants for grading, inspec¬ 
tion, or processing thereof. On and after 
May 1, 1951. only dressed poultry and 
dressed domestic rabbits from an official 
plant may be brought into another offi¬ 
cial piantr for grading. Inspection, or 
processing thereof. 

(Sec. 205. 60 8tat. 1090, Pub. Law 759. 81st 
Cong.; 7 U. 8. C. 1624. Interprets or applies 
sec. 203. 60 Stat. 1087; 7 U. 8. C. 1622) 

Issued at Washington, D. C., this 27th 
day of December 1950. 

[seal] Charles F. Brannan, 
Secretary cf Agriculture. 

IP. R. Doc. 50-12579; Filed, Dec. 29. 1950; 

8 56 a. m.J 
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Chapter VIII—Production and Market¬ 
ing Administration (Sugar Branch), 
Department of Agriculture 

Subctiopfer B— Sugar Requirement* and Quota* 
(Sugar Reg. 8131 

Part 813— Sugar Quotas and Prora¬ 
tions of Quota Deficits 

QUOTAS AND DEFICITS, 1951 

By virtue of the authority vested in the 
Secretary of Agriculture by the Sugar Act 
of 1948 *61 Stat. 922) and the Adminis¬ 
trative Procedure Act <60 Stat. 237). the 
regulations of this part are hereby made, 
prescribed and published to be in force 
and effect for the calendar year 1951 or 
until amended or superseded by regula¬ 
tions hereafter made during the cal¬ 
endar year 1951. 

Basis and purpose . The sugar quotas 
set forth below have been established 
pursuant to section 202 of the Sugar Act 
of 19<8 (hereinafter called the “act”) in ~ 
terms of short teas of sugar, raw value, 
equal to the quantity determined by the 
Secretary of Agriculture to be needed to 
meet the requirements of consumers in 
the continental United States for the 
calendar year 1951. The purpose of 
Sugar Regulations 813 Is to establish 
quotas representing the quantities of 
sugar which the producing areas may 
supply to the continental United States 
market during the calendar year 1951. 
Prior to the issuance of this regulation, 
notice was given (15 F. R. 7526) that the 
Secretary of Agriculture was preparing, 
among other things, to establish sugar 
quotas for th? calendar year 1951 and to 
determine whether any domestic area, 
the Republic of the Philippines, or Cuba 
would be unable to market the full quota 
for such area in 1951 and to reallot any 
quota deficit so determined. In accord¬ 
ance with the Administrative Procedure 
Act (60 Stat. 237), due consideration has 
been given to the data, views and argu¬ 
ments submitted in writing by interested 
persons and to the data, views and argu¬ 
ments expressed at the public hearing 
held on November 28, 1950. in Washing¬ 
ton. D. C.. for the purpose of affording 
interested persons an opportunity to ex¬ 
press their views with respect to the 
establishment of sugar quotas for the 
calendar year 1951. 

Since the sugar quotas for some areas 
are relatively small, thereby making it 
possible for such areas to exceed their 
quotas within a few days after the be¬ 
ginning of the quota year. It is not pas¬ 
sible to comply with the 30-day effective 
date requirement of the Administrative 
Procedure Act. Accordingly. 8 813.21 
through 8 813.28 will become effective 
January 1.1951. 

Bee. 

813.21 Basic quota* for domestic Arcus. 

81322 Basic quotas for other areas. 

81323 Determination and proration of area 

deficits. 

813.24 Proration of quota for foreign coun¬ 
tries other than Cuba and the Re¬ 
public of the Philippines. 

81325 Dlrect-consumpUon portion of 
quotas or prorat Ions. 

813.26 Liquid sugar quotas. 

81327 Restrictions on marketing and ship¬ 

ment. 

81328 Inapplicability of quota regulations. 
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Axmiourr: 11 813.21 to 813-28 issued under 
secs. 403. 81 8tat. 932: 7 U. 8. C. Sup. 1153. 
Interprets or applies secs. 202. 204. 207, 208. 
200. 210 and 212. 61 Stat. 924. 025. 027. 928, 
929; 7 U. 8. C Sup. 1112. 1114. 1117. 1118. 
1119. 1120. 1122. 

f 013.21 Basic quotas for domestic 
areas. There are hereby established, 
pursuant to subsection (a) of section 202 
of the-act. for domestic sugar producing 
areas for the calendar year 1951. the fol¬ 


lowing quotas: 

Quotas in terms 
of short tons. 

Area: raw value 

Domestic beet sugar...--- 1,800.000 

Mainland cane sugar.......... 600,000 

Hawaii. 1,052.000 

Puerto Rico........._- 910.000 

Virgin Islands___...... 8,000 


i 813.22 Basic quotas for other areas . 
There are hereby established, pursuant 
to subsections (b> and (c) of section 202 
of the act. for foreign countries for the 
calendar year 1951 the following quotas: 

Quotas in terms 
of short tons , 

Area: raw value 

Republic of the Philippines_ 982.000 

Cuba..-..2.712,600 

Other foreign countries...-- 37,400 

f 813.23 Determination and proration 
of area deficits —<a> Deficit in quota for 
the Republic of the Philippines. It Is 
hereby determined pursuant to subsec¬ 
tion (a>*of section 204 of the act that 
for the calendar year 1951 the Republic 
of the Philippines will be unable by an 
amount of 200.000 short tons of sugar, 
raw value, to market the quota estab¬ 
lished for that area in $ 813.22. 

<b> Proration of deficit in quota for 
the Republic of the Philippines. An 
amount of sugar equal to the deficit de¬ 
termined in paragraph <a> of this sec¬ 
tion Is hereby prorated, pursuant to 
subsection (a) of section 204 of the act, 
as follows: 

Additional quotas in 
terms of short 

Arts : tons, raw value 

Cubs__ 190.000 

Foreign countries other than 
Cuba and the Republic of the 
Philippine* . 10,000 

$ 813.24 Proration of quota for for¬ 
eign countries other than Cuba and the 
Republic of the Philippines —(a) Basic 
prorations. The quota for foreign coun¬ 
tries other than Cuba and the Republic 
of the Philippines is hereby prorated, 
pursuant to subsection (c) of section 202 
of the act, among such countries as 


follows: 

Prorations 
in pounds 

Country: raw value 

Belgium___ 442, 164 

Canada--.... 847, 833 

China and Hongkong_..... 432, 848 

Czechoslovakia_ 395. 572 

Dominican Republic_ 10.018.389 

Dutch East Indie*__ 317,573 

Guatemala_ 603,140 

Haiti. 1.384.587 

Honduras _ 5.158,918 

Mexico. 9,061.989 

Netherlands ........_.... 327,309 

Nicaragua. 15.355,523 

Peru_ 16. 697. 266 

Salvador . 12.332,101 

United Kingdom. 628. 824 
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Prorations 
in pounds 

Country—Continued raw tssluc 

Venezuela_........__ 435.884 

Other countries......__ 64.490 


Subtotal--- 74.300,000 

Unallotted reserve..........— 600.000 


Total_—_ 74.800.000 


(b) Additional prorations . An 
amount of sugar equal to that part of the 
deficit prorated to foreign countries 
other than Cuba and the Republic of the 
Philippines under paragraph <b> of 
f 813.23 Is hereby prorated, pursuant vo 
subsection (d) of section 204 of the act, 


as follows: 

Additional 
prorations 
in pounds 

Country: roet* rafuc 

Dominican Republic..._— 5.391.705 

Haiti_. 745. 158 

Mexico_ 4.876,989 

Peru..-. 8.986.148 


Total___ 20.000.000 


$ 813.25 Direct-consumption portion 
of quotas or prorations— (a> Domestic 
areas. Pursuant to subsections <a>, (b), 
and (c> of section 207 of the act. the 
quotas established in § 813.21 for the fol¬ 
lowing listed areas may be filled by 
direct-consumption sugar not in excess 
of |be following amount for each such 
area: 

^ Direct• 

consumption 
sugar , 
short tons , 

Area: raw value 

Hawaii_ 29,616 

Puerto Rico_...... 126.033 

Virgin Islands...— 0 

(b> Other areas. Pursuant to sub¬ 
sections (d> and <e> of section 207 of 
the act. the quotas established in 
H 813.22 and 813.23 for the following 
listed areas may be filled by direct- 
consumption sugar not in excess of the 
following amount for each such area: 

Direct- 

• ^ consumption 

sugar, 
short fons. 

Area: rate value 

Republic of the Philippine*_ 59. 920 

Cuba. 375,000 

<c> Pursuant to subsection (a) of sec¬ 
tion 204 of the act, only those prorations 
of the quota for foreign countries other 
than Cuba and the Republic of the Phil¬ 
ippines established In paragraph (at of 
8 813.24 may be filled by direct-consump¬ 
tion sugar. 

5 813.26 Liquid sugar quotas . There 
are hereby established, pursuant to sec¬ 
tion 208 of the act. for foreign countries 
for the calendar year 1951 quotas for 
liquid sugar as follows: 

Liquid sugar , 
trtnc gallons. 

72 percent total 


Country: sugar content 

Cuba_ 7.970.558 

Dominican Republic_ 630,894 

Other foreign countries__ 0 


5813-27 Restrictions on marketing 
and shipment. Pursuant to section 209 
of the act, all persons are hereby pro¬ 
hibited. during the calendar year 1951, 
from: 


(a) Bringing or importing into the 
continental United States from the Ter¬ 
ritory of Hawaii. Puerto Rico, the Vir¬ 
gin Islands, or foreign countries, <1> any 
sugar or liquid sugar after the applica¬ 
ble quota, or the proration of any such 
quota, has been filled, or (2) any direct- 
consumption sugar after the direct-con¬ 
sumption portion of any such quota or 
proration thereof has been filled. 

<b> Shipping, transporting, or mar¬ 
keting in interstate commerce, or in 
competition with sugar or liquid sugar 
shipped, transported, or marketed in 
interstate or foreign commerce, any 
sugar or liquid sugar produced from 
sugar beets or sugarcane grown in either 
the domestic beet sugar area or the 
mainland cane sugar area after the 
quota for such area has been filled. 

5 813.28 Inapplicability of quota regu¬ 
lations. Pursuant to section 212 of the 
act. M 813 21 to 813.27 shall not apply 
to (a) the first ten short tons, raw value, 
of sugar or liquid sugar imported from 
any foreign country, other than Cuba 
and the Republic of the Philippines, in 
the calendar year 1951; <b) the first ten 
short tons, raw value, of sugar or liquid 
sugar Imported from any foreign coun¬ 
try, other than Cuba and the Republic 
of the Philippines. In the calendar year 
1951 for religious, sacramental, educa¬ 
tional. or experimental purposes: (c> 
liquid sugar Imported from any foreign 
country, other than Cuba and the Re¬ 
public of the Philippines, in Individual 
sealed containers not in excess of one 
and one-tenth gallons each: or <d) any 
sugar or liquid sugar Imported, brought 
into, or produced or manufactured in 
the United States for the distillation of 
alcohol, or for livestock feed or for the 
production of livestock feed. 

STATEMENT OF BASES AND CONSIDERATIONS 

A. Basic quotas. The basic quotas es¬ 
tablished for domestic areas are in 
amounts specified in the act. 8cction 
202 of the act provides that the quota 
for the Republic of the Philippines shall 
be 952,000 short tons ‘ as specified in sec¬ 
tion 211 of the Philippine Trade Act of 
1946.“ Quotas under the Sugar Act are 
established in terms of “short tons, raw 
value/* An amount of 952,000 short tons 
of Philippine sugar of usual polarization 
is equivalent to 982.000 short tons of 
sugar, raw value. Similarly, the portion 
of this quota which may be imported as 
direct-consumption sugar, established as 
56.000 short tons in subsection <d> of 
section 207 of the act. is equivalent to 
59.920 short tons, raw value. The basic 
quotas for other foreign countries have 
been established by applying the stat¬ 
utory percentages to the difference be¬ 
tween the consumption estimate and the 
sum of the quotas established for domes¬ 
tic areas and the Republic of the Philip¬ 
pines. The quota for foreign countries 
other than Cuba apd the Republic of 
the Philippines has been prorated on the 
basis of the original proration made for 
1937, as provided by the act. The 
amounts of the quotas and pro rations 
which may be filled by direct-consump¬ 
tion sugar are as specified in the act. 
The liquid sugar quotas equal those spec¬ 
ified In the act. 

































Saturdag, December 30, 1950 


FEDERAL REGISTER 


9127 


B Deficit in quota for the Republic 
of the Philippines. Production of sugar 
in the Republic of the Philippines from 
the 1950-51 crop sugarcane is expected 
by the Government of the Philippines 
to total 1,062,000 short tons. If produc¬ 
tion reaches that level, the Philippines 
Government expects about 800.000 short 
tons to be shipped to the United States, 
but it recognizes the possibility of con¬ 
siderable error of estimate this early in 
the processing of the crop. The estimate 
of production for 1950-51 Is 227.000 short 
tons over the estimate made a year ear¬ 
lier for the 1949-50 crop. Total ship¬ 
ments to the United States In 1950 were 
about 484.000 short tons, raw value. On 
the basis of the information now avail¬ 
able a deficit of 200.000 short tons, raw 
value, is declared. This Quantity is 
prorated to Cuba (95 percent) and other 
foreign countries (5 percent) as required 
by the act. This additional quota for 
foreign countries other than Cuba and 
the Republic of the Philippines has been 
prorated, in proportion to their basic 
quotas, to the four countries in this 
group which shipped raw sugar to the 
continental United States in 1949 and 
1950. Tire quantity of sugar which may 
be entered from the Philippines under Us 
statutory quota is not reduced by the 
declaration of a deficit. 

After giving effect to the basic quotas 
and the proration of the Philippine def¬ 
icit, the quoins in terms of short tons 
of sugar, raw value, for the several do¬ 
mestic sugar producing areas, the Re¬ 
public of the Philippines. Cuba, and 
'Other foreign countries,* are as fol¬ 
lows: 


Baj* Quotas, Pxoiunour or Ptnumxi Dinar axd 
Adjustao Quotas, imi 

|Short tons, m* miurj 


Production arc* 


Bwle 

quota 

Promt ten 
of deficit 
In quota 
lor Philip, 
pint* 

Adjusted 

quota 

i. M, mr 


1, *00.000 

500; tan 

|M>| 

M0. Ok) 

1,052,000 


1,00X000 

mono 


WO, 000 

4,000 


6,0tw 

»t#2,000 

(200,000) 

7KXOOG 

2.7UOUO 


XWX6O0 

221 1 


221.1 

421 8 

.. 

423.8 

214 4 


210.4 

IV7 H 

. 

IV7.8 

5,0® 2 

2,005.* 

7,7GL0 

I5K 


I5A0 

2M .f> 


2ii 6 

mil 

37X6 

I.CA4.0 

2. >7*5 


1 378,3 

4,531.0 

2.4SA.4 

0.MX8 



l&i-ft 

7,077.8 

**~ - — 

7,077.8 

fsNAft 

4,4101 

1XMI 7 

MfAO 


(v IfA 0 

283.4 

. 

253.4 

217. H 


217. K 

31'i 


3X2 

3SU.0 

— 

2M.0 

37,400.0 

laooao 

47. f 0 

*.000. WO 


8,000,000 


Domestic U*t jmrnr 
M alnkuxl oat* sq gar. 
Hawaii i... 

I*lHTtO H\c* C" ... 
Vjrfln Mantis.. 

Other fon-ifu cotio- 
trio* 

Betftum. 

Canada.. 

China and Hoag* 

l( a*.. 

Citcboaloraktit.... 
Dominican lt«- 
public .... 
Dutch Rost Indian 

Guatemala.. 

Haiti., 

Hnndunui. 

Mexico.. 

Netherlands. 

. 


Salvador.. 

t'nltnl Kingdom.. 

V<*e*tirta_. 

Other enuntrie*_ 

Unallotted rtoanc 

Subtotal- 

Total_ 


' Tha if. 11 oar Inf quantities may t«? entered m direct* 
jwm»ptk>fi wear; Hawaii, tot*: Puerto Rko, 

PhUipploe^ 80,800: tuba, 375.000. 

I walkim of basic quota may be filled with direct* 
onwmniHlon or raw Nirar. Pronuionx of Phtlippino 
if? 1 ma 7 1* fln *l *rtlh mw sugar only. 

• Kcfunilcvi <iT deficit pmratiact. by r%*a«oo of wet km 
JKh <c) of the art the Republic of the I’hillppiof* retains 
Its basic quota. 


Done at Washington, D. C., this 27th 
day of December 1950, 

Witness my hand and the seal of th# 
Department of Agriculture. 

IsialI Charles P. Brannan, 
Secretary of Agriculture . 

|P. R. Doc. 50-12677: Piled, Dec. 29. i960; 
8:66 a. m.J 


Chapter IX — Production and Mar¬ 
keting Administration (Marketing 
Agreements and Orders), Depart¬ 
ment of Agriculture 

Part 903— Milk in the St. Louis, 
Missouri, Marketing Area 

ORDER ASCENDING ORDER. AS ASCENDED, 
REGULATING HANDLING 

$ 903.0 Findings and determinations . 
The findings and determinations here¬ 
inafter set forth arc supplementary and 
in addition to the findings and deter¬ 
minations previously made in connection 
with the Issuance of the aforesaid order 
and each of the previously issued 
amendments thereto; and all of said 
previous findings and determinations 
arc hereby ratified and affirmed, except 
insofar as such findings and determina¬ 
tions may be in conflict with the findings 
and determinations set forth herein. 

(a) Findings upon the basis of the 
hearing record. Pursuant to the pro¬ 
visions of the Agricultural Marketing 
Agreement Act of 1937. as amended (7 
C U. S. C. 601 ct seq.). and the applicable 
rules of practice and procedure, as 
amended, governing the formulation of 
marketing agreements and marketing 
orders (7 CFR Part 900). a public hear¬ 
ing was held at St. Louis. Missouri, on 
November 27-28. 1950, upon a proposed 
amendment to the tentative marketing 
agreement and to the order, as amended, 
regulating the handling of milk in the 
8t. Louis. Missouri, marketing area. 
Upon the basis of the evidence intro¬ 
duced at such hearing and the record 
thereof, it is found that; 

(1) The said order, as amended, and 
as hereby further amended, and all of 
the terms and conditions of said order, 
as amended, and as hereby further 
amended, will tend to effectuate the 
declared policy of the act; 

(2) The parity prices of milk as de¬ 
termined pursuant to section 2 of the 
act are not reasonable in view of the 
price of feeds, available supplies of 
feeds, and other economic conditions 
which affect market supply of and de¬ 
mand for milk in the marketing area and 
the minimum prices specified in the 
order, as amended, and as hereby further 
amended, are such prices as will reflect 
the aforesaid factors, insure a sufficient 
quantity of pure and wholesome milk 
and be in the public interest; and 

(3) The said order, as amended, and 
as hereby further amended, regulates the 
handling of milk in the same manner as 
and is applicable only to persons in tho 
respective classes of industrial and com¬ 
mercial activity specified in a marketing 
agreement upon which a hearing has 
been held. 


(b) Additional findings. It is neces¬ 
sary, in the public interest, to make the 
amendment hereafter set forth effective 
not later than January 1, 1951, so as to 
reflect current marketing conditions. 
Any delay beyond January 1.1951. in the 
effective date of this amendment to the 
order, as amended, will seriously threaten 
the supply of milk for the St. Louis, Mis¬ 
souri. marketing area. The provisions 
of the said amendment are well known 
to handlers—the public hearing having 
been held on November 27-28, 1950. and 
the decision having been executed by 
the Secretary on December 21. 1950. 
Therefore, reasonable time, under the 
circumstances, has been afforded persons 
affected to prepare for its effective date. 
In view of the foregoing, it Is hereby 
found and determined that good cause 
exists for making this order amending 
the order, as amended, effective January 
1, 1951, and that It would be impractica¬ 
ble. unnecessary, and contrary to the 
public interest to delay the effective date 
of this order for 30 days after its publi¬ 
cation in the Federal Register (sec. 4 
(C). Administrative Procedure Act, 60 
Stat. 237, 5 U. S. C. 1001-1011). 

(c) Determinations. It is hereby de¬ 
termined that handlers (excluding co¬ 
operative associations of producers who 
are not engaged in processing, distribut¬ 
ing. or shipping milk covered by this 
order, amending the order, as amended, 
which is marketed within the St. Louis. 
Missouri, marketing area) or more than 
50 percent of the milk which is marketed 
within the said marketing area, refused 
or failed to sign the proposed marketing 
agreement regulating the handling of 
milk in the said marketing area, and it 
is hereby further determined that: 

41) The refusal or failure of such 
handlers to sign said proposed market¬ 
ing agreement tends to prevent the ef¬ 
fectuation of the declared policy of the 
act; 

<2> The issuance of this order amend¬ 
ing the order, os amended, is the only 
practical means, pursuant to the de¬ 
clared policy of the act, of advancing the 
interests of producers of milk which is 
produced for sale in the said marketing 
area; and 

(3) The issuance of this order amend¬ 
ing the order, as amended, is approved 
or favored by at least two-thirds of the 
producers who, during the determined 
representative period (November 1950), 
were engaged in the production of milk 
for sale in the said marketing area. 

Order relative to handling. It is 
therefore ordered, that on and after the 
effective date hereof, the handling of 
milk in the St. Louis. Missouri, market¬ 
ing area, shall be in conformity to and 
In compliance with the terms and con¬ 
ditions of the aforesaid order, as 
amended, and as hereby further amend¬ 
ed. and the aforesaid order, as amended, 
is hereby further amended as follows: 

Amend I 903.5 (b) (1) by adding the 
following; " Provided , That for the de¬ 
livery periods of January. February, and 
March 1951 the price for Class I milk 
shall be not less than the basic formula 
price plus $1.10 per hundredweight.” 

(Sec. 6. 49 8ut. 753, 0* Amended; 7 U. 8. O. 
and Sup. ©«8c) 
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Issued at Washington. D. C.. thts 27th 
day of December 1950 to be effective on 
and after the 1st day of January 195L 

I seal l Charles F. Brawn an. 

Secretary of Agriculture. 

|F. R. Doc. 50-12523; FUed. Dec. 29. 1950; 
8:53 •. m.l 


Part 907— Milk in Milwaukee, Wis., 
Mafketino Area 

ORDER AMENDING ORDER REGULATING 
HANDLING 

Findings and determinations. The 
findings and determinations hereinafter 
set forth are supplementary and in addi¬ 
tion to the findings and determinations 
previously made in conectlon with the 
Issuance of the aforesaid order, and 
ail of said previous findings and determi¬ 
nations are hereby ratified and affirmed, 
except insofar as such findings and de¬ 
terminations may be in conflict with the 
findings and determinations set forth 
herein. 

(a > Findings upon the basis of the 
hearing record . Pursuant to the provi¬ 
sions of the Agricultural Marketing 
Agreement Act of 1937, as amended (7 
U. 8. C. 601 et seq.) and the applicable 
rules of practice and procedure, as 
amended, governing the formulation of 
marketing agrements and marketing or¬ 
ders (7 CFR Part 900), a public hearing 
was held upon certain proposed amend- 
ments to the tentative marketing agree¬ 
ment and to the order, regulating the 
handling of milk in the Milwaukee, Wis¬ 
consin, marketing area. Upon the basis 
of the evidence introduced at such hear¬ 
ing and the record thereof, it is found 
that: 

<1> The said order as hereby 
amended, and all of the terms and con¬ 
ditions thereof, will tend to effectuate 
the declared policy 6f the act; 

(2) The parity prices of milk as deter¬ 
mined pursuant to section 2 of the act 
are not reasonable In view of the price of 
feeds, available supplies of feeds and 
other economic conditions which affect 
market supply and demand for milk in 
the said marketing area, and the mini¬ 
mum prices specified in the order, as 
hereby amended, are such prices as will 
reflect the aforesaid factors, insure a 
sufficient quantity of pure and wholesome 
milk and be in the public interest; and 

(3) The said order, as hereby amend¬ 
ed, regulates the handling of milk in 
the same manner as and Is applicable 
only to persons In the respective classes 
of industrial and commercial activity 
specified in a marketing agreement upon 
which a hearing has been held. 

<d> Additional findings. It is neces¬ 
sary, in the public interest, to make effec¬ 
tive not later than January 1. 1951, the' 
present amendments to the said order, 
in order to reflect current marketing 
conditions. Any delay beyond January 
1.1951, in the effective date of this order 
as hereby amended, mill present a seri¬ 
ous threat to the supply of milk in this 
market in the year 1951. The provisions 
of tbs said ordtr are well known to han¬ 
dlers—the public hearing having been 
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held December 6-8.1950, and the decision 
of the Secretary having been Issued on 
December 21, 1950. Therefore, reason¬ 
able time, under the circumstances, has 
been afforded persons affected to prepare 
for its effective date. In view of the 
foregoing, it is hereby found and deter¬ 
mined that good cause exists for making 
this order amending the order effective 
January 1. 1951, and that It would be 
impracticable, unnecessary, and contrary 
to the public Interest to delay the effec¬ 
tive dat£ of tills order 30 days after its 
publication in the Federal Riglster. 
(See section 4 (c) Administrative Pro¬ 
cedure Act. Public Law 404, 79th Con¬ 
gress. 60 Stat 237.) 

<c> Determinations. It is hereby de¬ 
termined that handlers (excluding co¬ 
operative associations of producers mho 
are not engaged in processing, distribu¬ 
ting or shipping milk covered by this 
order amending the order, which is mar¬ 
keted within the Milwaukee, Wisconsin, 
marketing area) of more than 50 percent 
of the milk which is marketed within the 
said marketing area, refused or failed to 
sign the marketing agreement regulating 
the handling of milk in the said market¬ 
ing area, and it is hereby further de¬ 
termined that; 

(1) The refusal or failure of such han¬ 
dlers to sign said marketing agreement 
tends to prevent the effectuation of the 
declared policy of the act; 

(2) The Issuance of this order amend¬ 

ing the order, is the only practical means, 
pursuant to the declared policy of the 
act. of advancing the interests of pro¬ 
ducers of milk which is produced for sale 
in the said marketing area; and f 

(3) The issuance of this order amend¬ 
ing the order, is approved or favored by 
at least two-thirds of the producers who, 
during the determined representative pe¬ 
riod (November 1950>. were engaged in 
the production of milk for sale in the 
said marketing area. 

Order relative to handling. It is there¬ 
fore ordered, that on and after the ef¬ 
fective date hereof the handling of milk 
in the Milwaukee. Wisconsin, marketing 
area shall be in conformity to and in 
compliance with the terms and condi¬ 
tions of the Aforesaid order, as hereby 
amended, and the aforesaid order, is 
hereby amended as follows: 

1. Replace the period at the end of 
§ 907.51 (a) with a colon and add the fol¬ 
lowing proviso: 44 Provided, That the price 
for Class I milk during the months of 
January, February, and March 1951 shall 
be not less than $3,877.” 

2. Replace the period at the end of 
9 907.51 (b; with a colon and add the fol¬ 
lowing proviso: 44 Provided, That the price 
tor Class II milk during the months of 
January, February, and March 1951 shall 
be not less than $3,517." 

<8ec. 5. 49 8tat. 753, m amended; 7 U. 8. C. 
and 8up. 608c) 

Issued at Washington. D. C.. this 27th 
day of December 1950, to be effective on 
and after the 1st day of January 195L 

f seal) Charles F. Bran nan. 

Secretary of Agriculture. 

IF. R. Doc. 50-12500; Filed. Dec. 29, 1950; 

8:51 a. m.) 


Part 941—Milk in Chicago. III.. 

Marketing Area 

ORDER AMENDING ORDER. AS AMENDED. 

REGULATING HANDLING 

Findings and determinations. The 
findings and determinations hereinafter 
set forth are supplementary and in addi¬ 
tion to the findings and determinations 
previously made in connection with the 
issuance of the aforesaid order and of 
each of the previously issued amend¬ 
ments thereto; and all of said previous 
findings and determinations are hereby 
ratified and affirmed, except insofar as 
such findings and determinations may 
be in conflict with the findings and deter¬ 
minations set forth herein. 

(a) Findings upon the basis of the 
hearing record. Pursuant to the provi¬ 
sions of the Agricultural Marketing 
Agreement Act of 1937. as amended 
7 U. S. C. 601 et seq.). and the applicable 
rules of practice and procedure, as 
amended, governing the formulation of 
marketing agreements and marketing 
orders (7 CFR Part 900). a public hear¬ 
ing was held upon certain proposed 
amendments to the tentative marketing 
agreement and to the order, as amended, 
regulating the handling of milk in the 
Chicago. Illinois, marketing area. Upon 
the basis of the evidence introduced at 
such hearing and the record thereof, it 
Is found that: 

(1) The said order, as Mnended, and 
as hereby further amende!, and all of 
the terms and conditions thereof, will 
tend to effectuate the declared policy of 
the act; 

(2) The parity prices of milk as deter¬ 
mined pursuant to section 2 of the act 
are not reasonable in view of the price 
of feeds, available supplies of feeds and 
other economic conditions which affect 
market supply and demand for milk In 
the said marketing area, and the mini¬ 
mum prices specified in the order, as 
amended, and as hereby further 
amended, are such prices as will reflect 
the aforesaid factors. Insure a sufficient 
quantity of pure and wholesome milk and 
be In the public Interest; and 

(3) The said order, as amended, and 
as hereby further amended, regulates the 
handling of milk in the same manner as 
and is applicable only to persons in the 
respective classes of industrial and com¬ 
mercial activity specified In a marketing 
agreement upon which a hearing has 
been held. 

(b) Additional findings. It is neces¬ 
sary, in the public interest, to make ef¬ 
fective not later than January 1. 1951. 
the present amendments to the said 
order, as amended. In order to reflect 
current marketing conditions and to 
insure the production of an adequate 
supply of milk. Any delay beyond 
January 1. 1951. in the effective date of 
this order amending the order, as 
amended, will present a serious threat 
to the supply of milk for this marketing 
area in the year 1951. The provisions 
of the said order are wrell known to 
handlers, the public hearing having been 
held December 6-8, 1950, and the deci¬ 
sion of the Secretary having been issued 
on December 21. 1950. Therefore, rea¬ 
sonable time, under the circumstances, 
has been afforded persons affected to 







Saturday, December 30, 1950 


FEDERAL REGISTER 


£129 


prepare for Us effective date. In view 
of the foregoing, it is hereby found and 
determined that good cause exists for 
making this order amending the order, 
as amended, effective January 1, 1961, 
and that it would be Impracticable, un¬ 
necessary. and contrary to the public in¬ 
terest to delay the effective date of this 
order 30 days after its publication In the 
Federal Register. (See section 4 <c) 
Administrative Procedure Act, Public 
Law 404, 79th Congress, 60 8tat. 237.) 

(c> Determinations. It is hereby de¬ 
termined that handlers (excluding co¬ 
operative associations of producers who 
are not engaged in processing, distrib¬ 
uting or shipping milk covered by this 
order amending the order, as amended, 
which is marketed within the Chicago. 
Illinois, marketing area) of more than 
60 percent of the milk which is marketed 
within the said marketing area, refused 
or failed to sign the marketing agree¬ 
ment regulating the handling of milk 
in the said marketing area, and it is 
hereby further determined that: 

(1) The refusal or failure of such han¬ 
dlers to sign said marketing agreement 
tends to prevent the effectuation of the 
declared policy of the act; 

(2) The issuance of this order amend¬ 
ing the order, as amended, is the only 
practical means, pursuant to the de¬ 
clared policy of the act. of advancing the 
interests of producers of milk which is 
produced for sale in the said marketing 
area; and 

(3) The Issuance of this order amend¬ 
ing the order, as amended, is approved or 
favored by at least two-thirds of the pro¬ 
ducers who, during the determined rep¬ 
resentative period (November 1950), 
were engaged in the production of milk 
for sale in the said marketing area. 

Order relative to handling. It is there¬ 
fore ordered. That on and after the ef¬ 
fective date hereof the handling of milk 
in the Chicago. Illinois, marketing area 
shall be in conformity to and in compli¬ 
ance with the terms and conditions of the 
aforesaid order, as amended, and as here¬ 
by further amended, and the aforesaid 
order, as amended, is hereby further 
amended as follows: 

1. Replace the period at the end of 
5 941.5 (b) (1) with a colon and add tho 
following proviso: “Provided. That tho 
price for Class I milk during the delivery 
periods of January. February, and March 
1951 shall be not less than $3,917." 

2. Replace the period at the end of 
$ 941.5 <b) (2) with a colon and add ti!w 
following proviso: " Provided . That the 
price for Class II milk during the delivery 
periods of January. February, and March 
1951 shall be not less than $3,517." 

(Sec. 6, 49 SUt. 753, at amended; 7 U. 8. C. 
and Sup. 608c) 

Issued at Washington, D. C. this 27th 
day of December 1950 to be effective on 
and after the 1st day of January 1951. 

[seal] Charles F. Brannan, 
Secretary of Agriculture. 

IF. R, Doc. 60-12586; Filed, Dec. 29. 1950f 

8:50 a. m.| 


(Lemon Reg. 362. Arndt. 1] 

Pari 953— Lemons Grown in California 
and Arizona 

LIMITATION OF SHirMENTS 

Findings . I. Pursuant to the market¬ 
ing agreement, as am ended , and Order 
No. 53, as amended <7 CFR Part 953; 14 
F. R. 3612), regulating the handling of. 
lemons grown in the State of California 
or in the State of Arizona, effective under 
the applicable provisiops of the Agricul¬ 
tural Marketing Agreoihent Act of 1937, 
as amended, and upon the basis of the 
recommendation and information sub¬ 
mitted by the Lemon Administrative 
Committee, established under the said 
amended marketing agreement and 
order, and upon other available informa¬ 
tion, it is hereby found that the limita¬ 
tion of the quantity of such lemons 
which may be handled, as hereinafter 
provided, will tend to effectuate the de¬ 
clared policy of the act. 

2. It Is hereby further found that It 
Is Impracticable and contrary to the pub¬ 
lic interest to give preliminary notice 
and engage in public rule-making pro¬ 
cedure (60 Slat. 237; 5 U. S. C. 1C01 et. 
seq.) because the time intervening be¬ 
tween the date when information upon 
which this amendment is based became 
available and the time when this amend¬ 
ment must become effective in order to 
effectuate the declared policy of the Ag¬ 
ricultural Marketing Agreement Act of 
1937, as amended, is insufficient: and 
this amendment relieves restrictions on 
the handling of lemons grown In the 
State of California or in the 8tate of 
Arizona. 

Order , as amended . The provisions in 
paragraph (b) (1) (1) and (b) (1) (ii) 
of 3 953.469 (Lemon Regulation 362, 15 
F. R. 9221) ore hereby amended to read 
as follows: 

(i) District 1: 24 carloads; 

(il) District 2: 216 carloads. 

(Sec, 5, 49 Stat. 753, m amended; 7 U. 8. C. 
oud 8up., 608c) 

Done at Washington, D. C., this 28th 
day of December 1950. 

(SEALl Floyd F. Hedlund, 

Acting Director . Fruit and Veg¬ 
etable Branch , Production 
and Marketing Administra¬ 
tion. 

(F. R. Doc. 60-12595; Filed. Dec. 29. 1950; 
9:16 a. m.J 


(Lemon Reg. 363J 

Part 953— Lemons Grown in California 
and Arizona 

LIMITATION OF SHIPMENTS 

S 953.470 Lemon Regulation 363—(a), 
Findings . (1) Pursuant to the market¬ 
ing agreement, os amended, and Order 
No. 53. as amended (7 CFR Part 953; 
14 P. R. 3612), regulating the handling 
of lemons grown In the State of Cali¬ 
fornia or in the State of Arizona, effec¬ 
tive under the applicable provisions of 
the Agricultural Marketing Agreement 
Act of 1937, as amended (7 U. S, C. 601 


et seq.). and upon the basis of the 
recommendation and Information sub¬ 
mitted by the Lemon Administrative 
Committee, established under the said 
amended marketing agreement and 
order, and upon other available infor¬ 
mation, it Is hereby found that the limi¬ 
tation of the quantity of such lemons 
which may be handled, as hereinafter 
provided, will tend to effectuate the de¬ 
clared policy of the act, 

(2) It is hereby further found that it 
is impracticable and contrary to the pub¬ 
lic interest to give preliminary notice, 
engage in public rule making procedure, 
and postpone the effective date of this 
section until 30 days after publication 
thereof in the Federal Register <60 Stat. 
237; 5 U. S. C. 1001 et seq.) because the 
time intervening between the^Jate when 
information upon which this section is 
based became available and the time 
when this section must become effective 
in order to effectuate the declared policy 
of the act is insufficient, and a reasonable 
time is permitted, under the circum¬ 
stances, for preparation for such effec¬ 
tive time; and good cause exists for 
making the provisions hereof effective as 
.nafter set forth. Shipments of 
lemons, grown in the State of California 
or in the State of Arizona, are currently 
subject to regulation pursuant to said 
amended marketing agreement Bnd or¬ 
der; the recommendation and supporting 
information for regulation during the 
period specified herein was promptly sub¬ 
mitted to the Department after an open 
meeting of the Lemon Administrative 
Committee on December 27. 1950. such 
meeting was held, after giving due notice 
thereof to consider recommendations for 
regulation, and interested persons were 
afforded an opportunity to submit their 
views at this meeting; the provisions of 
this section, including its effective time, 
arc identical with the aforesaid recom¬ 
mendation of the committee, and infor¬ 
mation concerning such provisions and 
effective time has been disseminated 
among handlers of such lemons; it is 
necessary, in order to effectuate the de¬ 
clared policy of the act. to make this 
section effective during the period here¬ 
inafter specified; and compliance with 
tills section will not require any special 
preparation on the part of persons sub¬ 
ject thereto which cannot be completed 
by the effective time thereof. 

<b> Order, (1) The quantity of lem¬ 
ons grown In the State of California 
or In the State of Arizona which may be 
handled during the period beginning at 
12:01 a. m., P. s. t., December 31. 1950, 
and ending at 12:01 a. m„ P. 8. t.. Jan¬ 
uary 7, 1951. is hereby fixed as follows: 

(1) District 1: 25 carloads; 

(11) District 2: 200 carloads; 

(ill) District 3: Unlimited movement. 

(2) The prorate base of each handler 
who has made application therefor, as 
provided in the said amended marketing 
agreement and order, is hereby fixed in 
accordance with the prorate base sched¬ 
ule which is attached hereto and mado 
a part hereof by this reference. 

(3) As used in this section, "handled,” 
•'handler,* "carloads." "prorate base," 
-District 1," "District 2" and 'District 
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RULES AND REGULATIONS 


3,” shall have the same meaning as 
when used in the said amended market¬ 
ing agreement and order. 

(Sec. 6. 49 StaV 7S3, m amended; 7 U. 8. C. 
and Sup., 608c) 

Done at Washington, D. C.. this 28th 
day of December 1950. 

(seal! Ploy a P. Hedlund, | 

Acting Director , Fruit and Vege¬ 
table Branch , Production and 
Marketing Administration . 

Prorate Bask Sciiduli 

DISTRICT NO. 1 

|Storage date; Dec. 24. 1950) 

112:01 a. m.. Dec. 31. 1950. to 12:01 a. m.. 
Jon. 14. 1951) 


Prorote base 
" Handler ' ( percent) 

. ....tr ir - 100.000 


Klink Citrus Association--- 27.514 

Lemon Cove Association-....... 23.399 

Porterville Citrus Association, The.. . 383 
The ...........-....--- .383 


Tulare County Lemon St Grapefruit 

Association---- 44.328 

California Citrus Oroves, Inc., Ltd.. . 274 

Harding St Leggett--— —• 3.714 

8ky Acres Ranch...---- *277 

Zanlnovlch Bros . Inc......—.—— *113 


Prorats Bass Schedule—C ontinued 
district no. a—continued 

Prorate baa# 

Handler {percent) 

Fillmore Lemon Association-- . 851 

Oxnard Citrus Association..... 6.803 

Rancho Sea pc-....-— .276 

Santa Clara Lemon Association-- 3.270 

Santa Paula Citrus Fruit Associa¬ 
tion ...__—...__ . 994 

fiatlcoy Lemon Association...__ 4.701 

Seaboard Lemon Association......* 4. 579 

SomU Lemon Association—-- 2.984 

Ventura Citrus Association... 1.394 

Ventura County Citrus Association. .012 

Llmonelra Co_......._....... 1.424 

Teague-McKcvett Association.. .399 

East Whittier Citrus Association.. .113 
Lcfflngwcll Rancho Lemon Associa¬ 
tion...._ .136 

Murphy Ranch Co___— .210 

Chula Vista Mutual Lemon Associa¬ 
tion_- .676 

Index Mutual Association—-- .091 

La Verne Cooperative Citrus Asso¬ 
ciation ....- 2.622 

Orange Belt Fruit Distributors—. .678 

Ventura County Orange St Lemon 

Association ...._ 2.232 

Whittier Mutual Orange Sc Lemon 

Association----—.... .039 

Evans Bros. Packing Co......._ .005 

Latimer, Harold_........... • 015 

San Antonio Orchard Co-- .017 

Paramount Citrus Association. Inc. .360 


district no. a 

Total_ 100.000 


Amerlgm Fruit Growers, Inc., Cor¬ 
ona ...._—- - .298 

American Fruit Orowers, Inc., Ful¬ 
lerton.—-—--—- 

American Fruit Growers, Inc., Up¬ 
land.....- .360 

Eadlnzton Fruit Co-—.- .031 

Hazelune Packing Co.- 1.915 

Ventura Coastal Lemon Co-- 6.074 

Ventura Pacific Co...- 2.534 

Glendora Lemon Growers Association 1.425 

La Verne Lemon Association...... .639 

La Habra Citrus Association-- .295 

Yorba Linda Citrus Association.... .165 

Escondido Lemon Association-- 1.900 

Alta Loma Heights Citrus Associa¬ 
tion... .764 

Etlwanda Citrus Fruit Association.. .611 

Mountain View Fruit Association.— .427 

Old Baldy Citrus Association-— 1.125 

8an Dimas Lemon Association- .906 

Upland Lemon Growers Association 5.134 

Central Lemon Association-- . 126 

Irvine Citrus Association—....... .107 

Placentia Mutual Orange Associa¬ 
tion____-_- .466 

Corona Citrus Association......... .635 

Corona Foothill Lemon Co-—* 2.132 

Jameson Co_..........—.—.. .789 

Arlington Heights Citrus Oo.— .664 

College Heights Orange St Lemon 

Association__........... 2. 677 

Chula Vista Citrus Association-- .624 

El Cajon Valley Citrus Association.. ,052 

Escondido Cooperative Citrus Asso¬ 
ciation .--- . 223 

Fall brook Citrus Association....... 1.329 

Lemon Grove Citrus Association.... .201 

Carplntcrta Lemon Association-- 4.083 

Carpintcria Mutual Citrus Associa¬ 
tion....------- 4. 002 

Ooleta Lemon Association.......— 5.614 

Johnston Fruit Co---- 7. 793 

North Whittier Heights Citrus Asso¬ 
ciation_ .160 

San Fernando Heights Lemon Asso¬ 
ciation_—....... ——- 4.561 

Sierra Madre-Lamanda Citrus Asso¬ 
ciation___ ....... 1.649 

Brlvgs Lemon Association......... .956 

Culbertson Lemon Association..... 2.066 


|F. R. Doc. 50-12594; Filed. Dec. 29. 1950; 
9:15 a. m.J 


|Orange Reg. 352) 

Part 966—Oranges Grown in California 
or in Arizona 

limitation or shipments 

§ 966.498 Orange Regulation 352—(a) 
Findings. (1) Pursuant to the provisions 

of Order No. 66. as amended (7 CFR 
Part 966; 14 P. R. 3614), regulating the 
handling of oranges grown In the State 
of California or in the State of Arizona, 
effective under the applicable provisions 
of the Agricultural Marketing Agreement 
Act of 1937, as amended (7 U. S. C. 601 
et seq.), and upon the basis of the rec¬ 
ommendation and information submitted 
by the Orange Administrative Commit¬ 
tee. established under the said amended 
order, and upon other available infor¬ 
mation. it is hereby found that the limi¬ 
tation of the quantity of such oranges 
which may be handled, as hereinafter 
provided, will tend to effectuate the de¬ 
clared policy of the act. 

(2) It Is hereby further found that it 
Is impracticable and contrary to the pub¬ 
lic interest to give preliminary notice, 
engage in public rule making procedure, 
and postpone the effective date of this 
section until 30 days after publication 
thereof in the Pederal Register <60 Stat. 
237; 5 U. S. C. 1001 et seq.) because the 
time Intervening between the date when 
Information upon which this section is 
based became available and the time 
when this section must become effective 
in order to effectuate the declared policy 
of the act is insufficient, and a reason¬ 
able time is permitted, under the cir¬ 
cumstances, for preparation for such ef¬ 
fective time; and good cause exists for 
making the provisions hereof effective as 


hereinafter set forth. Shipments of 
oranges, grown in the State of California 
or in the State of Arizona, are currently 
subject to regulation pursuant to said 
amended order; the recommendation and 
supporting information for regulation 
during the period specified herein was 
promptly submitted to the Department 
after an open meeting of the Orange 
Administrative Committee on December 
28. 1950, such meeting was held, after 
giving due notice thereof to consider 
recommendations for regulation, and 
Interested persons were afforded an op¬ 
portunity to submit their views at this 
meeting; the provisions of this section. 
Including its effective time, are identical 
with the aforesaid recommendation of 
the committee, and information concern¬ 
ing such provisions and effective time has 
been disseminated among handlers of 
such oranges; it Is necessary, in order to 
effectuate the declared policy of the act, 
to make this section effective during the 
period hereinafter specified; and com¬ 
pliance with this section will not require 
any special preparation on the part of 
persons subject thereto which cannot be 
completed by the effective time thereof, 

<b> Order. (1) Subject to the size 
requirements In Orange Regulation 347 
(7 CFR 966.493; 15 F. R 8153), the 
quantity of oranges grown in the State 
of California or in the State of Arizona 
which may be handled during the period 
beginning at 12:01 a. m.. P. s. t.. Decem¬ 
ber 31, 1950, and ending at 12:01 a. m.. 
P. s. t.. January 7. 1951, Is hereby fixed 
as follows: 

(1) Valencia oratiges. (a) Prorate 
District No. 1: No movement; 

(b) Prorate District No. 2: Unlimited 
movement; 

(c) Prorate District No. 3: No move¬ 
ment; 

(d) Prorate District No. 4: No move¬ 
ment. 

<li> Oranges other than Valencia 
oranges, (a) Prorate District No. 1: 700 
carloads; 

(b) Prorate District No. 2: 175 car¬ 
loads; 

(c) Prorate District No. 3: 65 car¬ 
loads; 

<d) Prorate District No. 4: Unlimited 
movement. 

(2) The prorate base of each handler 
who has made application therefor, as 
provided in the said amended order, is 
hereby fixed in accordance with the pro¬ 
rate base schedule which Is attached 
hereto and made a part hereof by this 
reference. 

(3) As used in this section, “handled.*’ 
“handler/* “varieties,” “carloads/* and 
“prorate base*’ shall have the same 
meaning as when used in the said 
amended order; and the terms “Prorate 
District No. 1/* “Prorate District No. 2/’ 
“Prorate District No. 3/’ and “Prorate 
District No. 4” shall each have the same 
meaning as given to the respective terms 
In $ 966.107, as amended (15 F. R. 8712). 
of the current rules and regulations <7 
CFR 966.103 et seq.), as amended (15 
F. R 8712). 

(8ac. 5. 49 Slat. 753. as amended; 7 U. 8 C. 
and Sup. 608c) 
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Done at Washington, D. C-, this 29th 
day of December 1950. 

[SEAL) 8 . R. Smith. 

Director. Fruit and Vegetable 
Branch, Production and Mar. 
keting Administration. 

Prolate Base Schedule 

112:01 R m. (P. r. t.) Dec. 31, 1050. to 12:01 
». m. (P. $. t.) Jan. 7. 19511 

ALL ORANGES OTHER THAN VALENCIA ORANGES 

Prorate District So. 1 


Prorate ba te 

Sandler {percent) 

Total. 100.0000 


A. F. O. LIncUay_„ 2.3724 

A. P. O. Porterville..... 1 . 2018 

I van hoe Cooperative Association. . 0250 

Sandilands Fruit Co__ .2580 

Dofflemyer A Son, W. Todd.... .5249 

Earllbest Orange Association_ 1.6958 

Elderwood Citrus Association.7001 

Exeter Citrus Association... 2.9903 

Exeter Orange Growers Association. 1.2154 

Exeter Orchard Association_ 1.4231 

Hillside Packing Association__ 1.2116 

Xvanhoe Mutual Orange Associa¬ 
tion. 1.0580 

Klink Citrus Association.... 4.2344 

lemon Cove Association_.... 2.1680 

Lindsay Citrus Growers Associa¬ 
tion . . .... 2- 6490 

Lindsay Cooperative Citrus Associa¬ 
tion. 1.1164 

Lindsay Fruit Association_ 1.7414 

Lindsay Orange Growers Associa¬ 
tion. 1.3378 

Naranjo Packing House_ 1.0620 

Orange Cove Citrus Association_ 4. 6339 

Orange Packing Co__ 1.1091 

Orosl Foothill Citrus Association.. 1.4799 
Paloma Citrus Fruit Association... 1.0060 


Rocky Hill Cttrus Association__ 1,3241 

Sanger Citrus Association_ 4.4862 

Sequoia Citrus Association__ 1.0265 

Stark Packing Corp___ 2.831$ 

VItalia Citrus Association_..... 1.9578 

Waddell A Son.. 2.0762 

Baird-Neece Corp__ 1.3950 

Beattie Association, D A.7290 

Grand View Heights Citrus Associa¬ 
tion... 2.2113 

Magnolia Citrus Association__ 1.7041 

Porterville Citrus Association. 1.3227 

Rlchgrove Jasmine Citrus Associa¬ 
tion. 1.5435 

Strathmore Cooperative Associa¬ 
tion. 1.3271 

8trathmore District Orange Asso¬ 
ciation. 1,3668 

Strathmore Fruit Growers Associa¬ 
tion. .8881 

Strathmore Packing Association... 1.6319 

Sunflower Packing Association.... 1.9621 

Sunland Packing House Co....... 2.3022 

Terre Bella Citrus Association__ 1.6645 

Tule River Citrus Association.. 1.1167 

La Verne Cooperative Citrus Asso¬ 
ciation.. .2027 

Lindsay Mutual Groves..._ 1.2124 

Martin Ranch. 1.3784 

Orange Cove Orange Orowers_ 3. 2304 

Webb Packing Co.. Inc__ . 3088 

Wood lake Packing House _... 2.1088 

Anderson Packing Co.. R. M _ L 0783 

Andrews Bros, of Calif.. . 0000 

Baker Bros. 3027 

Barnes. J. L__ .0253 

Batkins Jr.. Fred A__ .0642 

Bear State Packers, Inc__ ,2078 

California Citrus Groves. Inc., Ltd.. 1. 0388 

Chess Co.. Meyer W... . 6007 

Darby. Fred J..0325 

Darling. Curtis. 0014 

Dubendorf. John__ . 1722 

Edison Groves, Co.... .0000 


Prorate Base Schedule— Continued 

ALL ORANGES OTHER THAN VALENCIA ORANGES— 

continued 

Prorate District So. 1—Continued 

Prorate base 


Sandler < percent) 

Evans Bros. Pkg. Co... 0.0000 

Hsrdlng Ac Leggett_ 2.3949 

Hlrasuna, Jimmie__ .0058 

Independent Growers. Inc_... 2. 1961 

Kim, Charles___ .0497 

Kroeils Packing Co.. 2.2617 

Larson, Kermlt.... .0282 

Lo Bue Bros__ 1.8070 

Maas. W. A..0661 

Marks. W. M.3925 

Mlnaalan. Bob_ .0025 

Moore Packing Co., Myron_ .0825 

Nicholas, Richard_.... ,0057 

Randolph Marketing Co., Inc__ 1.9743 

Re liners, Don H___ .4041 

Saba, Edward A_. .0000 

Shlba. Oeo. G.0014 

Sky Acres Ranch.0433 

Swenson. L. W__ .0465 

Terry. Floyd... .0014 

Toy. Chin. 0335 

Wood lake Hts. Packing Corp....... .4066 

Wymer, E C.0000 

Zanonovich Bros.. Inc_1_ l. 6856 


Prorate District So. 2 


Total_ 100.0000 


A. P. O. Alta Loma_... .6395 

A. F. O. Corona_ .2186 

A. P. O. Fullerton_ .0343 

A. F. O. Orange_.... .0331 

A. F. G Riverside_ .9245 

A. F. G. Santa Paula_ .0431 

Eadlngton Fruit Co„ Inc.. .7432 

Hazeltlne Packing Co_ . 1064 

Krlnard Packing Co__ 2.0141 

Placentia Coop. Orange Association. . 6456 

Placentia Ptoneer Valencia Growers 

Association. . . 0397 

Signal Fruit Association.. ,e554 

Antsa Citrus Association.. 1.3442 

Covina Citrus Association.. 1,4922 

Covina Orange Growers Association . 4950 

Damcre!-Allison Co..._ 1.0780 

Glendora Citrus Association... 1.2826 

Glendora Mutual Orange Asso¬ 
ciation.... ........ ....... 5517' 

Valencia Heights Orchard Asso¬ 
ciation___ . 2044 

Gold Buckle Association_ 2.7248 

La Verno Orange Association_ 4. 5407 

Anaheim Valencia Orange Asso¬ 
ciation. 0237 

Fullerton Mutual Orange Associa¬ 
tion—.. .2782 

La Habra Citrus Association.__ .1314 

Orange County Valencia Associa¬ 
tion. . .0126 

Yorba Linda Citrus Association, 

The. .0216 

Escondido Orange Association.... .5348 
Alta Loms Heights Citrus Asso¬ 
ciation_ . •3856 

Citrus Fruit Growers... .7072 

Cucamonga Citrus Association_ .0000 

Ettwanda Citrus Association.. .1984 

Mountain View Fruit Association.. .1296 

Old Baldy Citrus Association__ .4352 

Rialto Heights Orange Growers_ . 3804 

Upland Citrus Association.. 2.6440 

Upland Heights Orange Association. 1.1385 
Consolidated Orange Growers..... .0221 

Frances Citrus Association_ .0098 

Garden Grove Citrus Association... . 0250 

Goldenwest Citrus Association. The. .1143 
Oliver Heights Citrus Association.0407 
Santa Ana-TUrtln Mutual Citrus 

Association.._ .0091 

Santiago Orange Growers Associa¬ 
tion. .1248 

Tustln Hills Citrus Association__ .0247 

Villa Park Orchard Association. 

The- 0328 


Prorate Base Schedule— Continued 

ALL ORANGES OTHER THAN VALENCIA ORANGES— 

continued 

Prorate District So. 2—Continued 


Prorate base 


Sandler {percent ) 

Bradford Bros.. Inc... 0.2060 

Placentia Mutual Orange Associa¬ 
tion.2054 

Placentia Orange Growers Associa¬ 
tion. .3107 

Yorba Orange Growers Association. . 0532 

Call Ranch___.... .7036 

Corona Citrus Association.....__ .9733 

Jameson Co.1.4927 

Orange Heights Orange Associa¬ 
tion ..... 2 . 0661 

Crnfton Orange Growers Associa¬ 
tion... 1.1777 

East Highlands Citrus Association. .3850 

Redlands Heights Groves__ .5932 

Redlands Omngedale Association_ .8331 

Rialto-Fontana Citrus Association. .3787 

Break A Sons. Allen_ . 1646 

Bryn Mawr Fruit Growers Associa¬ 
tion ..... . 8465 

Mission Citrus Association___ 1.1231 

Redlands Cooperative Fruit Asso¬ 
ciation___ 1.2587 

Redlands Orange Growers Associa¬ 
tion.. .9084 

Redlands Select Groves____ . 5590 

Rialto Orange Co_............. .3476 

Southern Citrus Association... .9959 

United Citrus Growers___ . 6955 

Zllen Citrus Co..._....__ .5204 

Arlington Heights Citrus Co_J... .9288 

Brown Estate. L. V. W__ 1.8055 

Gavllan Citrus Association........ 1.8776 

Hlghgrove Fruit Association.. . 7280 

McDcrmont Fruit Co_.. 1.5335 

Monte Vista Citrus Association.... 1.4712 

National Orange Co...........__ 1.1250 

Riverside Heights Orange Growers 

Association_........ 1.2914 

Sierra Vista Packing Association... .0277 

Victoria Avenue Citrus Association. 3,0905 

Claremont Citrus Association.__ .0345 

College Heights Orange A Lemon 

Association- 2. 1364 

Indian Hill Citrus Association__ 1.1582 

Pomona Fruit Growers Exchange... 1.8011 

Walnut Fruit Growers Association. .5560 

West Ontario Cttrus Association... 1.1453 

El Cajon Valley Citrus Association. • 2645 

Escondido Cooperative Citrus Asso¬ 
ciation...- .0444 

Ban Dimas Orange Growers Associa¬ 
tion . 1.1274 

Canoga Citrus Association...0652 

North Whittier Heights Citrus 

Association.... . 1425 

Ban Fernando Fruit Growers Asso¬ 
ciation.....3162 

Ban Fernando Heights Orange Asso¬ 
ciation_ .2811 

Blcrra MJtdre-Lamanda Citrus As¬ 


sociation__ .1017 

Camarillo Citrus Association__ .01&7 

FlUmore Citrus Association_ 1.16J8 

OJal Orange Association__ . 8770 

Plru Citrus Association... 1.3000 

Rancho 8c*pe..._ .0013 

Santa Paula Orange Association... .1264 

Ventura County Citrus Association. . 0215 

East Whittier Cttrus Association.. .0057 

Murphy Ranch Co. .0742 

Anaheim Cooperative Orange Asso¬ 
ciation__.. .0620 

Bryn Mawr Mutual Orange Associa¬ 
tion. .5132 

Chula Vista Mutual Lemon Associa¬ 


tion.... .1238 

Euclid Avenue Orange Association. 3 6262 

Foothill Citrus Union, Inc........ .6156 

Garden Grove Orange Cooperative, 

Inc... 0349 

Golden Orange Groves, Inc_. r _ ,2768 

Highland Mutual Groves, Inc__ ,2835 

Index Mutual Association_ .0007 
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PmoiuTK Bxsx Schedule—C ontinued 

ALL OAANORS OTHIH THAN VALENCIA ORANGEY— 

continued 

Prorate District No. 2—Continued 

Prorate base 

Handler [percent) 

La Verne Cooperative Citrus Asso¬ 
ciation__ 

Mentone Heights Association_ 

Orange Cooperative Citrus Associa¬ 
tion ___ 

Redlands Foot hill Oroves__ 

Redlands Mutual Orange Associa¬ 
tion __.... 

Ventura County Orange It Lemon 

AasocJ at Ion.^___* 

Whittier Mutual Orange Ac Lemon 

Association_ 

Allec Bros____ 

BaIdI-J uice Corp. of California__ 

Banka. L. M.. 

Bennett Fruit Co.. Inc.- 

Borden Wult Co__ 

Cherokee Citrus Co., Inc_ 

Chess Co., Meyer W. 

Dunning Ranch____ 

Evans Bros. Packing Co__ 

Gold Banner Association_- 

Granada Packing House__ 

Hill Packing House. Fred A. 

Knapp Packing Co . John C__ 

MacDonald Fruit Co___ 

Orange Belt Fruit Distributors.... 

Pnnno Fruit Co., Carlo...__ 

Paramount Citrus Association. Inc. 

Placentia Orchard Co__ 

Prescott. John A__ 

Riverside Citrus Association__ 

Ronald. P. W.. 

Summit Citrus Packers_ 

Wall. E. T., Orowrr*-8hlpper__ 

Western Prult Growers, Inc.. 

Prorate District No. 3 
Total- 100.0000 


Allen & Allen Citrus Packing Co_1.0057 

Consolidated Citrus Growers__ 11.4458 

McKcillps Citrus Co., Inc......... 5.5314 

Phoenix Citrus Packing Co__ 3.3418 

Arizona Citrus Growers_ 14.3257 

Chandler Heights Citrus Growers.. 4.1337 

Desert Citrus Growers Co.. 7.42C0 

Mesa Citrus Growers Association.. 35.7985 

TaT-WI-WJ Ranches.. . 6230 

Tempe Citrus Co_ 1.6245 

Yuma Mena Fruit Growers Associa¬ 
tion. 3314 

Leppla Henry Produce Co_ 10.3512 

Maricopa Citrus Co_ 1.6413 

Pioneer Fruit Co__ 6.1003 

Champion Produce Co., L. M_ , 1369 

Clark & Son*. J. H.. . 3613 

Commercial Citrus Packing Co.... 1.0509 

Hi Jolly Citrus Packing Co__ .6337 

Ishlkawa, Paul.__ .2464 

Msechlord 1 Fruit Co.. James.. .8954 

Mattingly Fruit CO.. 1.0150 

Potato House. The...._ .4582 

8a!dy. H. A..1.. .0341 

Bunny Valley Citrus Packing Co.. .3822 
Valley Citrus Pocking Oo.... 2.1658 


|F. R. Doc. 50-12596; Filed, Dec. 29. 1950; 
11:31 a. m | 


Part 967—Milk in South Bend-La Porte, 
Ind.. Marketing Area 

ORDER AMENDING ORDER, AS AMENDED, 
REGULATING HANDLING 

Findings and determinations. The 
findings and determinations hereinafter 
set forth are supplementary and in addi¬ 
tion to the findings and determinations 
previously made in connection with the 


RULES AND REGULATIONS 

Issuance of the aforesaid order and of 
each of the previously issued amend¬ 
ments thereto; and all of said previous 
findings and determinations are hereby 
ratified and affirmed, except insofar as 
such findings and determinations may 
be in conflict with the findings and de¬ 
terminations set forth herein. 

fa) Findings upon the basis of the 
hearing record. Pursuant to the provi¬ 
sions of the Agricultural Marketing 
Agreement Act of 1937, as amended (7 
U. 8. C. 601 et seq.). and the applicable 
rules of practice and procedure, as 
amended, governing the formulation of 
marketing agreements and marketing 
orders (7 CFR Part 900), a public hear¬ 
ing was held upon certain proposed 
amendments to the tentative marketing 
agreement and to the order, as amended, 
regulating the handling of milk in the 
South Bend-La Porte. Indiana, market¬ 
ing area. Upon the basis of the evi¬ 
dence introduced at such hearing and 
the record thereof, it is found that: 

(1) The said order, as amended, and 
as hereby further amended, and all of 
the terms and conditions thereof, will 
tend to effectuate the declared policy of 
the act: 

(2) The parity prices of milk as de¬ 
termined pursuant to section 2 of the 
act are not reasonable in view of the 
price of feeds, available supplies of feeds 
and other economic conditions which 
affect market supply and demand for 
milk in the said marketing area, and the 
minimum prices specified in the order, 
as amended, and as hereby further 
amended, are such prices as will reflect 
the aforesaid factors, insure a sufficient 
quantity of pure and wholesome milk 
and be in the public Interest: and 

(3) The said order., as amended, and 
as hereby further amended, regulates 
the handling of milk In the same man¬ 
ner as and is applicable only to persons 
in the respective classes of industrial 
and commercial activity specified in a 
marketing agreement upon which a 
hearing has been held. 

(b) Additional findings. It is nec¬ 
essary, in the public interest, to make 
effective not later than January 1. 1951, 
the present amendments to the said 
order, as amended, in order to reflect 
current marketing conditions and to in¬ 
sure the production of an adequate sup¬ 
ply of milk. Any delay beyond January 
1.1951. in the effective date of this order 
amending the order, as amended, will 
present a serious threat to the supply 
of milk for this marketing area in the 
year 1951. The provisions of the said 
order are well known to handlers, the 
public hearing having been held Decem¬ 
ber 6-8. 1950. and the decision of the 
Secretary having been issued on Decem¬ 
ber 21. 1950. Therefore, reasonable 
time, under the circumstances, has been 
afforded persons affected to prepare for 
its effective date. In view of the fore¬ 
going, it is hereby found and determined 
that good cause exists for making this 
order amending the order, as amended* 
effective January 1, 1951, and that it 
would be impracticable, unnecessary, 
and contrary to the public interest to 
delay the effective date of this order 30 
days after its publication in the Federal 
Register. (See section 4 (c) Adminis¬ 
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.0520 

2.0466 

1.0270 
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LWN 
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trative Procedure Act. Public Law 404. 
79th Congress, 60 Stat. 237.) 

<c) Determinations. It is hereby de¬ 
termined that handlers (excluding coop¬ 
erative associations of producers who are 
not engaged in processing, distributing or 
shipping milk covered by this order 
amending the order, as amended, which 
is marketed within the South Bend-La 
Porte. Indiana, marketing area) of more 
than 50 percent of the milk which is 
marketed within the said marketing 
area, refused or failed to sign the mar¬ 
keting agreement regulating the han¬ 
dling of milk in the said marketing area, 
and it is hereby further determined 
that: 

(1) The refusal or failure of such 
handlers to sign said marketing agree¬ 
ment tends to prevent the effectuation 
of the declared policy of the act; 

(2) The issuance of this order amend¬ 
ing the order, as amended, is the only 
practical means, pursuant to the de¬ 
clared policy of the act. of advancing the 
interests of producers of milk which is 
produced for sale in the said marketing 
area; and 

(3) The issuance of this order amend¬ 
ing the order, as amended, is approved or 
favored by at least two-thirds of the pro¬ 
ducers who, during the determined rep¬ 
resentative period (November 1950). 
were engaged in the production of milk 
for sale in the said marketing area. 

Order relative to handling. It is 
therefore ordered, that on and after the 
effective date hereof the handling of 
milk in the South Bend-La Porte. Indi¬ 
ana. marketing area shall be in con¬ 
formity to and in compliance with the 
terms and conditions of the aforesaid 
order, as amended, and as hereby fur¬ 
ther amended, and the aforesaid order, 
as amended, is hereby further amended 
as follows: 

1. Replace the period at the end of 
$967.51 with a colon and add the fol¬ 
lowing proviso to such section: “Pro¬ 
vided further . That the prices per 
hundredweight for skim milk and but- 
terfat in Class I and Class n milk during 
the delivery periods of January, Febru¬ 
ary and March 1951 shall be not less 
than $1-218 and $78.34. respectively.” 

(Sec 6, 49 8tat. 753. at amended; 7 U. 8. C. 
and Sup. 608c) 

Issued at Washington. D. C.. this 27th 
day of December. 1950. to be effective 
on and after the 1st day of January 1950. 

IsealI Charles F. Brannan. 

Secretary of Agriculture . 

|F. R. Doc. 50-12580; Filed, Dec. 29. 1950: 

8:50 a. m.) 


Part 969—Milk in Suburban Chicago. 

III., Marketing Area 

ORDER AMENDIN0 ORDER, AS AMENDED. 

REGULATING HANDLING 

Findings and determinations. The 
findings and determinations hereinafter 
set forth are supplementary and In addi¬ 
tion to the findings and determinations 
previously made in connection with the 
issuance of the aforesaid order and of 
each of the previously issued amend- 
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menu thereto; and all of said previous 
findings and determinations are hereby 
ratified and affirmed, except Insofar as 
such findings and determinations may 
be in conflict with the findings and deter¬ 
minations set forth herein. 

(a) Findings upon the basis of the 
hearing record, Pursuant to the provi¬ 
sions of the Agricultural Marketing 
Agreement Act of 1937, as amended <1 
U. S. C. 601 ct seq.) ( and the applicable 
rules of practice and procedure, as 
amended, governing the formulation of 
marketing agreements and marketing 
orders <7 CFR Part 900), a public hear¬ 
ing was held upon certain proposed 
amendments to the tentative marketing 
agreement and to the order, as amended, 
regulating the handling of milk in the 
Suburban Chicago. Illinois, marketing 
area. Upon the basis of the evidence 
Introduced at such hearing and the rec¬ 
ord thereof, it is found that: 

(1) The said order, as amended, and 
as hereby further amended, and all of 
the terms and conditions thereof, will 
tend to effectuate the declared policy of 
the act: 

(2) The parity prices of milk as de¬ 
termined pursuant to section 2 of the 
act are not reasonable in view of the 
price of feeds, available supplies of feeds 
and other economic conditions which 
affect market supply and demand for 
milk in the said marketing area, and the 
minimum prices specified in the order, 
as amended, and as hereby further 
amended, are such prices as will reflect 
the aforesaid factors, insure a sufficient 
quantity of pure and wholesome milk 
and be in the public Interest; and 

(3) The said order, as amended, and 
as hereby further amended, regulates 
the handling of milk in the same man¬ 
ner as and is applicable only to persons 
in the respective classes of industrial 
and commercial activity specified In a 
marketing agreement upon which a 
hearing has been held. 

<b) Additional findings. It is neces¬ 
sary. in the public interest, to make ef¬ 
fective not later than January 1, 1951, 
the present amendments to the said or¬ 
der. as amended, in order to reflect cur¬ 
rent marketing conditions and to insure 
the production of an adequate supply of 
milk. Any delay beyond January 1, 
1951. In the effective date of this order 
amending the order, as amended, will 
present a serious threat to the supply of 
milk for this marketing area in the year 
1951. The provisions of the said order 
are well known to handlers, the public 
hearing having been held December 6-6, 
1950, and the decision of the Secretary 
having been issued on December 21,1950. 
Therefore, reasonable time, under the 
circumstances, has been afforded per¬ 
sons affected to prepare for its effective 
date. In view of the foregoing, it is 
hereby found and determined that good 
cause exists for making this order 
amending the order, as Amended, effec¬ 
tive January 1, 1951, and that it would 
be impracticable, unnecessary, and con¬ 
trary to the public interest to delay the 


effective date of this order 30 days after 
Its publication in the Federal Register. 
(See section 4 <c) Administrative Pro¬ 
cedure Act. Public Law 404, 79th Con¬ 
gress. 60 Stat. 237.) 

<c> Determinations. It is hereby de¬ 
termined that handlers (excluding co¬ 
operative n$k>ciatlons of producers who 
are not engaged in processing, distrib¬ 
uting or shipping milk covered by this 
order amending the order, as amended, 
which is marketed within the Suburban 
Chicago. Illinois, marketing area) of 
more than 50 percent of the milk which 
is marketed within the said marketing 
area, refused or failed to sign the mar¬ 
keting agreement regulating the han¬ 
dling of milk in the said marketing area, 
and it is hereby further determined that: 

(D The refusal or failure of such 
handlers to sign said marketing agree¬ 
ment tends to prevent the effectuation 
of the declared policy of the act; 

(2) The issuance of this order amend¬ 
ing the order, as amended, is the only 
practical means, pursuant to the de¬ 
clared policy of the act. of advancing the 
interests of producers of milk which is 
produced for sale in the said marketing 
area; and 

(3) The issuance of this order amend¬ 
ing the order, as amended, is approved 
or favored by at least two-thirds of the 
producers who. during the determined 
representative period (November 1950), 
were engaged in the production of milk 
for sale in the said marketing area. 

Order relative to handling. It is there¬ 
fore ordered, that on and after the ef¬ 
fective date hereof the handling of milk 
in the Suburban Chicago, Illinois, mar¬ 
keting area shall be in conformity to and 
in compliance with the terms and con¬ 
ditions of the aforesaid order, as 
amended, and as hereby further 
amended, and the aforesaid order, as 
amended, is hereby further amended as 
follows: 

1. Replace the period at the end of 
l 969.5 <b) <I) with a colon and add the 
following proviso: " Provided . That the 
prices for Grade A and Grade B Class I 
milk during the delivery periods of Jan¬ 
uary, February and March 1951 shall 
be not less than $3,917 and $3,817, re¬ 
spectively." 

2. Replace the period at the end of 
I 969.5 <b) (2) with a colon and add the 
following proviso: • Provided , That the 
prices for Grade A and Grade B Class n 
milk during the delivery periods of Jan¬ 
uary. February and March 1951 shall be 
not less than $3,517 and $3,417. respec¬ 
tively." 

(Sec. 0. 49 Stat. 753. as amended; 7 U. 8. C. 
and 8up. 606c) 

Issued at Washington, D. C.. this 27th 
day of December 1950, to be effective on 
and after the 1st day of January 1951. 

[seal] Charles F. Brannan, 
Secretary of Agriculture . 

|F. R. Doc. 50-12587; Filed. Dec. 29, 1950; 

6:50 a. m j 


Part 991— Milk m Rockford-Freeport, 
III., Marketing Area 

ORDER AMENDING ORDER. AS AMENDED, 
REGULATING HANDLING 

Findings and determinations. The 
findings and determinations hereinafter 
set forth are supplementary and in addi¬ 
tion totjie findings and determinations 
previously made in connection with the 
issuance of the aforesaid order and of the 
previously issued amendments thereto; 
and all of said previous findings and de¬ 
terminations arc hereby ratified and af¬ 
firmed, except Insofar as such findings 
and determinations may be in conflict 
with the findings and determinations set 
forth herein. 

(a) Findings upon the basis of the 
hearing record. Pursuant to the provi¬ 
sions of the Agricultural Marketing 
Agreement Act of 1937. as amended (7 
U. S. C. 601 et seq). and the applicable 
rules of practice and procedure, as 
amended, governing the formulation of 
marketing agreements and marketing 
orders (7 CFR Part 900). a public hear¬ 
ing was held upon certain proposed 
amendments to the tentative marketing 
agreement and to the order, as amended, 
regulating the handling of milk In the 
Rockford-Freeport. Illinois. Jnarketlng 
area. Upon the basis of the evidence 
introduced at such hearing and the rec¬ 
ord thereof, it is found that; 

(1) The said order, as amended, and 
as hereby further amended, and all of 
the terms and conditions thereof, will 
tend to effectuate the declared policy of 
the act; 

(2) The parity prices of milk as deter¬ 
mined pursuant to section 2 of the act are 
not reasonable in view of the price of 
feeds, available supplies of feeds and 
other economic conditions which affect 
market supply and demand for milk in 
the said marketing area and the mini¬ 
mum prices specified in the order, as 
amended, and as hereby further 
amended, are such prices as will reflect 
the aforesaid factors, insure a sufficient 
quantity of pure and wholesome milk 
and be in the public interest; and 

(3) The said order, as amended, and 
as hereby further amended, regulates the 
handling of milk in the same manner as 
and is applicable only to persons In tho 
respective classes of industrial and com¬ 
mercial activity specified in a marketing 
agreement upon which a hearing has 
been held. 

(b) Additional findings. It is neces¬ 
sary. in the public interest, to make 
effective not later than January 1, 1951. 
the present amendments to the said 
order, as amended, in order to reflect 
current marketing conditions and to in¬ 
sure the production of an adequate sup¬ 
ply of milk. Any delay beyond January 
1,1951, In the effective date of this order, 
amending the order, as amended, will 
present a serious threat to the supply of 
milk for this marketing area in the 
year 1951. The provisions of the said 
order are well knowu to handlers, the 
public hearing having been held Decem¬ 
ber 6-8. 1950. and the decision of the 
Secretary having been issued on Decern- 
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ber 21,1950. Therefore, reasonable time, 
under the circumstances, has been af¬ 
forded persons affected to prepare for 
Its effective date. In view of the fore¬ 
going. it is hereby found and determined 
that good cause exists for making this 
order amending the order, as amended, 
effective January 1. 1951, and that it 
would be impracticable, ururaessary, 
and contrary to the public interest to 
delay the effective date of this order 30 
days after it&publlcation in the Federal 
Register. (See section 4 (c). Adminis¬ 
trative Procedure Act. Public Law 404, 
79th Congress, 60 Stat. 237.) 

(c) Determination. It is hereby de¬ 
termined that handlers (excluding co¬ 
operative associations of producers who 
are not engaged in processing, distrib¬ 
uting or shipping milk covered by this 
order amending the order, as amended, 
which is marketed within the Rockford- 
Freeport. Illinois, marketing area) of 
more than 50 percent of the milk which 
is marketed within the said marketing 
area, refused or failed to sign the mar¬ 
keting agreement regulating the han¬ 
dling of milk in the said marketing area, 
and it Is hereby further determined that: 

# (1) The refusal or failure of such 

handlers to sign said marketing agree¬ 
ment tends to prevent the effectuation 
of the declared policy of the act; 

(2) The issuance of this order amend¬ 
ing the* order, as amended, is the only 
practical means, pursuant to the de¬ 
clared policy of the act, of advancing the 
Interests of producers of milk which is 
produced for sale in the said marketing 
area: and 

<3) The Issuance of this order amend¬ 
ing the order, as amended, is approved or 
favored by at least two-thirds of the pro¬ 
ducers who, during the determined 
representative period (November 1950), 
were engaged in the production of milk 
for sale in the said marketing area. ^ 

Order relative to handling . It Is there¬ 
fore ordered, that on and after the effec¬ 
tive date hereof the handling of milk in 
the Rockford-Freeport. Illinois, market¬ 
ing area shall be in conformity to and in 
compliance with the terms and condi¬ 
tions of the aforesaid order, as amended, 
and as hereby further amended, and the 
aforesaid order, as amended, is hereby 
further amended as follows: 

1. Add to $ 991.51 the following pro¬ 
viso: "Provided. That the price for Grade 
"A" and Nongrade "A" Class I milk dur¬ 
ing the delivery periods of January, Feb¬ 
ruary,' and March 1951 shall be not less 
than $3,917 and $3,817, respectively.” 

2. Add to 0 991,52 the following pro¬ 
viso: " Provided. That the price for 
Grade "A” and Nongrado "A” Class II 
milk during the delivery periods of Jan¬ 
uary. February, and March 1951 shall 
be not less than $3,517 and $3,417, re¬ 
spectively.” 

(Sec. 5. 49 StAt, 753, os Amended; 7 U. S. C. 
and Sup. 608c) 

Issued at Washington, D. C., this 27th 
day of December 1850, to be effective 
on and after the 1st day of January 1951, 

(seal] Charles F. Brankan, 

Secretary of Agriculture . 

IP. R. Doc. 60-12588: Plied. Dec. 29. 1950; 

8:60 a. m.j 


TITLE 9—ANIMALS AND 
ANIMAL PRODUCTS 

Chapter I—Bureau of Animal Indus* 
try, Department of Agriculture 

Subchapttr A—Moot Inspection R*gulorion» 

Part 27—Imported Products 

COUNTRIES FROM WHICH PRODUCT (MEAT, 
MEAT BYPRODUCT, AND MEAT POOD PROD¬ 
UCT) IS ELIGIBLE FOR IMPORTATION INTO 
THE UNITED STATES 


TITLE 13—BUSINESS CREDIT 

Chapter I—Reconstruction Finance 
Corporation 

Part 50— Federal National Mortgage 
Association 

Cross Reference: Part 50 is super¬ 
seded by Title 24, Chapter IV, Part 400. 
infra. 


TITLE 14—civil aviation 


Pursuant to the authority vested in the 
Secretary of Agriculture by section 306 
of the Tariff Act of June 17. 1930 (19 
U. S. C. 1306), and after public notice 
(15 F. R. 8589) and due consideration 
of all relevant material presented pur¬ 
suant thereto, 0 27.2 (b> of the regula¬ 
tions in 9 CFR, Chapter I. Subchapter A, 
as amended, issued under said section, is 
hereby amended to read as follows, for 
the purpose of adding Mexico to the list 
of countries specified therein from which 
meat, meat byproduct, and meat food 
product may be imported Into the 
United States as provided in said regu¬ 
lations: 

(b> It has been determined by the 
Secretary of Agriculture that product 
from the following foreign countries, 
covered by foreign meat inspection cer¬ 
tificates of the country of origin as re¬ 
quired by 0 27.6, except fresh, chilled, 
or frozen or other prohibited or re¬ 
stricted product from countries In which 
the contagious and communicable dis¬ 
ease of rinderpest or of foot-and-mouth 
disease exists as listed in Part 94 of this 
chapter, as amended, is eligible for im¬ 
portation Into the United States after 
Inspection and marking as required by 
this subchapter: 


Argentina. 

Australia. 

Belgium. 

Brazil. 

Canada. 

Cuba. 

Czechoslovakia. 

Denmark. 

Dominican Republic 
England and Wale* 
Finland. 

France. 

Iceland. 

Ireland (Eire). 

Italy. 


Luxembourg. 

Madagascar. 

Mexico. 

Netherlands. 

New Zealand. 
Northern Ireland. 
Norway. 

Paraguay. 

Poland. 

Scotland. 

Spain. 

Sweden, 

Switzerland. 

Uruguay. 

Venezuela. 


Effective date: The foregoing amend¬ 
ment shall be effective on December 30, 
1950. 

Since the amendment relieves restric¬ 
tions it may properly be made effective 
under section 4 (c) of the Administrative 
Procedure Act (5 U. S. C. 1003 (O) less 
than 30 days after its publication in the 
Federal Register. 


(See. 306, 46 Stat. 689; 19 U. 8. C. 1306) 

Done at Washington. D. C.. this 27th 
day of December 1950. Witness my hand 
and the seal of the United States De¬ 
partment of Agriculture. 


( seal 1 Charles F. Brannan, 

Secretary of Agriculture. 

|F. R, Doc. 60-12406: Filed, Dec. 29, 1950; 
6:45 a. m.] 


, Chapter I—Civil Aeronautics Board 

[Regs.. Serial No. SR-358] 

Part 1—Airworthiness Certificates 

Part 3—Airplane Airworthiness; 

Normal, Utility, Acrobatic, and 

Restricted-Purpose Categories 

Part 4a—A irplane Airworthiness 

Part 4b—A irplane Airworthiness; 

Transport Categories 

Part 6—Rotorcraft Airworthiness 
Part 13—Aircraft Engine Airworthiness 

Part 14—Aircraft Propeller 
Airworthiness 

Part 15—Aircraft Equipment 
Airworthiness 

extension of date for compliance with 

IDENTIFICATION PLATE REQUIREMENTS 

Adopted by the Civil Aeronautics Board 
at its office in Washington. D. C„ on the 
27th day of December 1950. 

Amendments 2-1, 3-1. 4a-3. 4b-l. 6-3. 
13-1, 14-1, and 15-1. adopted November 
2.1949, established new requirements for 
identification plates for type certificated 
aircraft, aircraft engines, propellers, and 
applicances. As adopted, these require¬ 
ments were to be effective December 7. 

1949. Upon being advised that certain 
manufacturers would not be able to ob¬ 
tain the new plates on time to meet the 
established effective date, in Special 
Civil Air Regulation SR-339. adopted 
December 6, 1949, the Board extended 
the date for compliance to March 7. 

1950. On March 3. 1950, the Board 
adopted Special Civil Air Regulation 
8R-342, which authorized manufactur¬ 
ers who had stocks of plates on hand on 
December 6. 1949, to use such stock up 
to. but no later than. December 31, 1950. 
The basis for our action at that time was 
the undue economic burden which would 
result from requiring the manufacturers 
to discard their entire stock of old plates 
in view of the fact that the new require¬ 
ments for identification plates were 
based on a long range rather than on 
immediate or direct contribution to air 
safety. 

We are now faced with a new appeal 
for permission to use present stocks of 
identification plates which at least in one 
case is claimed to be a two-year supply. 
Upon this record alone we would not be 
Inclined to grant any further extension 
of the compliance date. However, the 
current demands upon our domestic 
economy resulting in shortages of basic 
metals make it imperative that every 
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effort be taken to utilize all material on 
hand. In this case air safety will not 
be jeopardized with the use of non- 
fireproof identification plates, and we 
therefore constder iC advisable to extend 
the date of compliance until December 
31. 1952, 

For the reasons set forth above, notice 
and public procedure hereon are im¬ 
practical and contrary to the Interest 
of the public, and the Board finds that 
good cause exists for making this regula¬ 
tion effective on less than 30 days* notice. 

In consideration of the foregoing the 
Civil Aeronautics Board hereby makes 
and promulgates a Special Civil Air Reg¬ 
ulation effective January 1, 1951. to read 
as follows: 

Contrary provisions of the Civil Air 
Regulations notwithstanding, the identi¬ 
fication plate requirements adopted by 
the Board on November 2. 1949, shall be 
applicable with respect to aircraft and 
-aircraft components manufactured on 
and after April 7. 1950: Provided , That 
manufacturers who on December 6, 1949. 
had on hand a supply of identification 
plates which met the requirements of 
the then effective Civil Air Regulations 
may use such identification plates until 
such supply is exhausted or until Decem¬ 
ber 31.1952. whichever date is earlier. 

This regulation supersedes Special 
Civil Air Regulation Serial Number 
SR-342. and shall terminate December 
31, 1952. unless sooner superseded or 
rescinded. 

(Sec 90S. 52 SUt. 984; 49 U. S C 425. In¬ 
terpret or apply *ec*. 501. 603, 52 8tat, 1007, 
1006. 49 U. S. C. 551. 553) 

By the Civil Aeronautics Board. 

1 seal 1 Faso A. Toombs, 

Acting Secretary. 

|F. R Doc. 50-12575: Filed. Dec. 29. 1950. 

9:00 a. m.) 


(Supp. 21 

Part 18—Maintenance. Repair, and Al¬ 
teration of Certificated Aircraft. 
Engines. Propellers, and Instruments 

PROCEDURE FOR OBTAINING APPROVAL OF MA¬ 
JOR REPAIRS AND ALTERATIONS PERFORMED 
ON U. S. CIVIL AIRCRAFT IN CANADA 

Proposed rules regarding compliance 
with | 18.11-1 were published on October 
7.1950. at 15 F. R. 6789. Interested per¬ 
sons were given an opportunity to submit 
data, views, or arguments. Considera¬ 
tion has been given to all relevant mat¬ 
ters presented. The following rules are 
hereby adopted: 

5 18.11-1 Procedure for approval of 
major repain and alterations performed 
on V. S. civil aircraft in Canada (CAA 
rules which apply to il8.lt). (a) In 
order to expedite the return to service 
in Canada of a U. 8. civil aircraft which 
has undergone a major repair and/or 
alteration, such repairs and/or altera¬ 
tions may be approved by an aircraft 
inspector of the Canadian Department 
No. 253-s 


of Transport. Air Services Branch, as a 
duly authorized representative for the 
Administrator, provided that: 

(1) The major repair and/or altera¬ 
tion does not affect the CAA approved 
aircraft operating limitations, and 

(2) The major repaff* and/or altera¬ 
tion has been accomplished by or under 
the direct supervision of a holder of a 
currently effective V. 8. mechanic’s cer¬ 
tificate. and 

<3> The Repair and Alteration Form 
(Form ACA-337) and log book entries 
have been completed by the mechanic in 
accordance with 9 18.16 and the appro¬ 
priate parts of the Administrator's pol¬ 
icies and interpretations in Part 18. and 

(4) The repairs and/or alterations 
have been found airworthy in accord¬ 
ance with U. S. requirements by the 
Canadian aircraft Inspector, and 

<5> The Inspection report furnished 
the aircraft owner by the Canadian air¬ 
craft inspector is retained with the copies 
of the Repair and Alteration Form 
(Form ACA-337) and presented to a CAA 
agent or representative immediately 
upon return of the aircraft to the United 
States. 

<b) Approval by an aircraft Inspector 
of the Canadian Department of Trans¬ 
port shall not be required where the 
repairs and/or alterations arc accom¬ 
plished by a Canadian repair station 
having a Repair Station Certificate and 
appropriate ratings issued by the Ad¬ 
ministrator. 

(Sec. 205. 52 SUt. 984 ; 49 U S. C. 425 In- 
terpreU or applies sec*. 601. 605. 52 Stat. 1007, 
1010. aa amended: 49 U. S. C. 551. 556 ) 

These rules shall become effective on 
February 1, 1951. 

I seal 1 Donald W. Nyrop, 

Administrator of Civil Aeronautics. 

|F. R Doc. 50-12585; Filed, D?c. 29, 1CZ0; 

8:50 a m ) 


(Sec. 205, 52 Stat 984. ait amended; 49 U 8. C. 
425. Interpret* or applies aec 601, 52 Stat. 
1007. aa amended; 40 U. S. C. 551) 

This amendment shall become effec¬ 
tive on January 5. 1951. 

(seal! Donald W. Nyrop. 

Administrator of Civil Aeronautics. 

IF. a Doc. 50-12473; Filed. Dec. 29. 1950; 

8:46 a. m | 


Chapter II—Civil Aeronautics Admin¬ 
istration, Department of Commerce 

Part 405—General Procedures 

Under section 205 of the Civil Aero¬ 
nautics Act of 1938, as amended, the Ad¬ 
ministrator of Civil Aeronautics is 
empowered to make and amend such 


(8upp. 7. Arndt. 59) 

Part 60—Air Traffic Rules 

DANGER AREA ALTERATIONS 

The danger area alterations appearing 
hereinafter have been coordinated with 
the civil operators Involved, the Army, 
the Navy, and the Air Force, through the 
Air Coordinating Committee. Airspace 
Subcommittee, and are adopted when in¬ 
dicated In order to promote safety of the 
flying public. Compliance with the 
notice, procedures, and effective date pro¬ 
visions of section 4 of the Administrative 
Procedure Act would be impracticable 
and contrary to the public Interest, and 
therefore is not required. Title 14, 
ft 60.13-1 is amended as follows: 

1. The Barstow, California, area, pub¬ 
lished on August 17,1949, in 14 F. R. 5122, 
is amended by changing the “Description 
by Geographical Coordinates*' column to 
read: “Beginning at lat. 35*37*45" N, 
long. 116“29*40" W; due S to lat. 
35-34*30" N; due E to long. 116*23*30" 
W; SE to lat. 35*27*55" N. long. 
116*18*45" W; due 8 to lat. 35 € 18*45" N; 
SW along Amber Airway No. 2 to lat. 
35*07*00** N. long. 116°34*00" W; W to 
lat. 35 c 07*20" N. long. 116*43*00*' W; due 
N to lat. 35*08*00" N; due W to long. 
116*45*00" W; due N to lat. 35“09*00" N; 
due W to long. 116°47'00" W; due S to lat. 
35°08*00" N: due W to long. 116 48*00" 
W; due N to lat. 35*10*00" N; due W to 
long. 116*49*00" W; due N to lat. 
35*19'00" N; due W to long. 116°&5*20" 
W; due N to lat. 35*37*45" N: due E to 
lat. 35*37*45" N. long. 116 29*40" W. 
point of beginning. 

2. Tiie Fallon, Nevada, area, published 
on April 21. 1949. In 14 F. R. 1913. and 
revised on May 12, 1950. in 15 F. R. 2839. 
Is further revised by adding the follow¬ 
ing: 


general or special procedures, pursuant 
to and consistent with the provisions of 
the act. as he deems necessary to carry 
out such provisions and to exercise and 
perform his powers and duties under the 
act. 

Acting pursuant to the foregoing au¬ 
thority. and in accordance with section 
3 of the Administrative Procedure Act* I 
hereby revise Part 405 of this chapter 
to read: 

SUBFART A—INTRODUCTION 

See. 

405.1 Definition* of term*. 

405 2 Civil aeronautic* procedure*. 

RURPAET a—FORMAL and informal 

PROCEDURE* 

405.11 Public Information. 

405.12 Drafting of rule*, etc. 

405.13 Making of rule*. 

405 14 Request* for informal appearances) 
405.15 Availability of* rule*, etc. 


Kami* and 
location 
(chart) 

ItaKvtption by arofraphtaal 
coord mate* 

l)e*itn*iwl 

altitude* 

Time of deiignatlott 

Using agency 

Fallon (Reno 
chart). 

(4) KaMtate Tarr»*t: A ctrcoUr 
or*M having * riWiu« of A mil. % 
ccnleml at IrU .WlYOO" N. 
km*. IlFUrtT W, eidudin* 
Umi port tun iyirif within Red 
Airway No. 15 

Surface lo 15,000 
feci. 

Continuous (firing 
will bo conducted 
only when cHlIn* 
lUKi visibility in vb 
ctitity of doom %rr.i 
are at kwM 1.500 fret 
and 3 cnilrtl 

13th Naval IHUrtct, 
Sou Diego, Calif. 
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Atmioftirr: II 405.1 to 405.15 Issued under 
sec. 205. 52 Suit. 004. as amended; 49 V. 8 . C. 
425. 

SUBPART A—INTRODUCTION 

I 405.1 . Definitions o/ terms . As used 
in this part: — 

(a) ‘‘Acts” shall mean Civil Aeronau¬ 
tics Act of 1938. as amended. 

<b) "Administration'* shall mean Civil 
Aeronautics Administration. 

<c) "Administrator" shall mean Ad¬ 
ministrator of Civil Aeronautics. 

(d) "Board" shall mean Civil Aero¬ 
nautics Board. 

i 405.2 Civil aeronautics procedures . 
The act provides that certain civil aero¬ 
nautics functions shall be performed by 
the Administration, while others shall 
be performed by the Board. According¬ 
ly. persons desiring information with 
respect to civil aeronautics procedures 
aliould examine not only this chapter 
but also Chapter I of this title. 

SUBPART B—FORMAL AND INFORMAL 
PROCEDURES 

5 405.11 Public information. Except 
to the extent that there is involved any 
function of the United States requiring 
secrecy in the public interest, or any 
matter relating solely to the internal 
management of the Administration: 

(a) The Administration will separate¬ 
ly state and currently publish in the 
Federal Register: 

(1) Descriptions of its central and 
field organization, including delegations 
by the Administrator of final authority 
and the established places at which, and 
methods by which, the public may secure 
information or make submittals or re¬ 
quests. Organization of the Administra¬ 
tion will be promulgated uncodified in 
the "Notices" section of the Federal 
Register, and in summarized form in 
the United States Government Organi¬ 
zation Manual. In addition, it will be 
available as Part 400, Regulations of the 
Administrator, from the Superintendent 
of Documents, United States Govern¬ 
ment Printing Office, Washington 25, 
D. C. Amendments to Part 400 will be 
obtainable without charge, from the 
Aviation Information Office. Civil Aero¬ 
nautics Administration. Washington 25, 
D. C. All current parts and amend¬ 
ments to the Regulations of the Admin¬ 
istrator will be listed in the Civil 
Aeronautics Journal, published month¬ 
ly by the Administration and available 
from the Superintendent of Documents. 

<2> Statements of the general course 
and method by which its functions are 
channeled and determined, Including the 
nature and requirements of all formal 
and informal procedures available as 
well as forms and Instructions as to the 
scope and contents of all papers, re¬ 
ports. or examinations. Procedures of 
the Administration will be promulgated 
in Parts 405 through 419 of this chapter. 
In addition, they will be available as 
Parts 405 through 419, Regulations of 
the Administrator, from the Superin¬ 
tended of Documents, Government 
Printing Office. Amendments to Parts 
405 through 419 will be obtainable with* 
out charge, from the Aviation Informa¬ 
tion Office of the Administration. 


RULES AND REGULATIONS 

<3) Substantive rules adopted by the 
Administration as authorized by law. and 
statements of general policy or inter¬ 
pretations formulated and adopted by 
the Administration for the guidance of 
the public, but not rules addressed to, 
and served upon, named persons in ac¬ 
cordance with law. Rules, policies, and 
interpretations of the Administration is¬ 
sued primarily pursuant to statutes con¬ 
ferring authority on the Administrator 
will be promulgated in Parts 420 through 
699 of this chapter. In addition, they 
will be available as Parts 420 through 
699, Regulations of the Administrator, 
from the Superintendent of Documents, 
Government Printing Office. Amend¬ 
ments to Parts 420 through 699 will be 
obtainable without charge, from the 
Aviation Information Office of the Ad¬ 
ministration. Rules, policies, and inter¬ 
pretations of the Administration Issued 
primarily pursuant to Civil Air Regu¬ 
lations delegating authority to the Ad¬ 
ministrator, will be promulgated in Parts 
1 through 99 and 420 through 699 of this 
title. In addition, many of these rules, 
etc., will be found in the following pub¬ 
lications: 

(!) Civil Aeronautics Manuals will 
correspond with those individual parts 
In Subchapter A of Chapter I which have 
been supplemented by the Administra¬ 
tion. These Manuals will be available 
from the Superintendent of Documents, 
Government Printing Office, and supple¬ 
ments to these Manuals will be obtain¬ 
able without charge from the Aviation 
Information Office of the Administra¬ 
tion. All current Manuals and supple¬ 
ments will be listed in the Civil Aero¬ 
nautics Journal. 

<ii) Flight Information Manual, issued 
semi-annually, and Airman's Guide, 
issued bi-weekly, which supplements the 
Manual, will Include rules, etc., which 
are of value to persons operating air¬ 
craft They will be available from the 
Superintendent of Documents, Govern¬ 
ment Printing Office. 

(ill) Technical Standard Orders will 
consist of technical standards dealing 
with aircraft, airports, airmen, and air¬ 
ways. They will be obtainable without 
charge, from the Aviation Information 
Office of the Administration. 

(iv > Airworthiness Directives will con¬ 
sist of technical standards dealing with 
airworthiness of aircraft They will be 
obtainable without charge, from tho 
Aviation Information Office of the Ad¬ 
ministration. 

(b) The Administration will publish 
or. in accordance with published rules, 
make available for public inspection, all 
final opinions or orders in the adjudica¬ 
tion of cases (except those required for 
good cause to be held confidential and 
not cited as precedents) and all rules. 

<c> Save as otherwise required by 
statute, the Administration will, in ac¬ 
cordance with published rules, make 
available to persons properly and directly 
concerned, all matters of official record 
except Information held confidential for 
good cause found. 

5 405.12 Drafting of rules . etc . The 
Administrator's rules, policies, and inter¬ 
pretations result from recommendations 
made by the industry or from research 


■ 


and experimentation conducted by tech¬ 
nical offices of the Administration. Such 
rules, etc., will be prepared by the techni¬ 
cal offices assigned responsibility for the 
subject matter in the organization of the 
Civil Aeronautics Administration, and 
thereafter will be submitted through the 
General Counsel’s office to the Adminis¬ 
trator for final adoption and promulga- 
tioa Before the Administrator adopts 
rules, the Administration may issue a 
draft of the proposed rules to the indus¬ 
try. requesting its views and comments, 
and will comply with i 405.13. 

$ 405 13 Making of rules. Except to 
the extent that there is involved any 
military, naval, or foreign affairs func¬ 
tion of the United States, or any matter 
relating to Administration management 
or personnel or to public property, loans, 
grants, benefits, or contracts: 

<a> The Administration will publish 
general notice of proposed rule making 
In the Federal Register (unless all per¬ 
sons subject to the rules are named and 
cither are personally served or otherwise 
have actual notice of the rules in accord¬ 
ance with law). The notice will include 
a statement of the time, place, and na¬ 
ture of the public rule making proceed¬ 
ings; a reference to the authority under 
which the rules are proposed; and either 
the terms or the substance of the pro¬ 
posed rules or a description of the sub¬ 
jects and issues involved. Except where 
notice is required by statute, this subsec¬ 
tion will not apply to interpretative 
rules, general statements of policy, rules 
of Administration organization, proce¬ 
dure. or practice, or in any situation in 
which the Administrator for good cause 
finds (and incorporates the finding and 
a brief statement of the reasons therefor 
in the rules Issued) that notice thereon 
Is impracticable, unnecessary, or con¬ 
trary to the public interest. 

(b> After complying with the notice 
requirements of this section, the Admin¬ 
istration will afford interested persons 
an opportunity to participate In the rule 
making through submission of written 
data, views, or arguments with or with¬ 
out opportunity to present the same 
orally in any manner; and. after consid¬ 
eration of all relevant matter presented, 
the Administration will Incorporate in 
any rules adopted, a concise general 
statement of their basis and purpose. 
Except where hearing is required by 
statute, tills subsection will not apply 
to Interpretative rules, general state¬ 
ments of policy, rules of Administration 
organization, procedure, or practice, or 
in any situation in which the Admin¬ 
istration for good cause finds (and in¬ 
corporates the finding and a brief state¬ 
ment of the reasons therefor In the rules 
issued) that public procedures thereon 
arc impracticable, unnecessary, or con¬ 
trary to the public interest. Where 
rules are required by statute to be made 
on the record after opportunity for an 
Administration hearing, the require¬ 
ments of sections 7 and 8 of the Admin¬ 
istrative Procedure Act will apply in 
place of the provisions of this paragraph. 

(c) The publication or service by the 
Administration of any substantive rules 
(other than those granting or recogniz¬ 
ing exemptions or relieving restrictions. 
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or Interpretative rules and statements 
of policy) will be made not less than 
30 days prior to the effective date of the 
rules, except as otherwise provided by 
the Administration upon good cause 
found and published with the rules. 

(d> Any interested person may peti¬ 
tion for the Issuance, amendment, or re¬ 
peal of Administration rules. Such peti¬ 
tion shall be addressed to the Civil Aero¬ 
nautics Administration. Washington 25, 
D. C. It shall set forth clearly and con¬ 
cisely the petitioner's interest in the sub¬ 
ject matter, the specific action desired, 
the facts requiring or justifying the ac¬ 
tion, and the purpose that would be 
served by granting the action. 

5 405.14 Bequests for informal ap¬ 
pearances. Any Interested person may 
request and will be granted an oppor¬ 
tunity to appear informally before the 
proper official or officials of the Admin¬ 
istration for the presentation, adjust¬ 
ment. or determination of an issue or 
controversy pertaining to a function of 
the Administration. A request for such 
an appearance shall be submitted in 
writing and addressed to the Civil Aero¬ 
nautics Administration. Washington 25, 
D. C.. or to its nearest Regional or Dis¬ 
trict Office. 

f 405.15 Availability of rules , etc. In¬ 
quiries regarding the availability qf cop¬ 
ies of current organization, procedures, 
rules, policies, or interpretations issued 
by the Administration shall be addressed 
to its Aviation Information Office, Wash¬ 
ington 25, D. C. 

This part shall become effective upon 
publication in the Federal Register. 

isEAtl Donald W. Ntrop. 

Administrator of Civil Aeronautics. 

(P. R. Doc. 50-12474; Piled, Dec. 29. 1950; 

8 46 t. m.J 


Part 406— Certification Procedures 

Under sections 205, 309, 602-609. 901, 
and 1001-1009 of the Civil Aeronautics 
Act of 1938, as amended, the Adminis¬ 
trator of Civil Aeronautics is empowered 
(1) to provide for the examination and 
re-examination of airmen, aircraft, air¬ 
craft engines, propellers, appliances, 
air carriers, atr navigation facilities, and 
air agencies. (2) to issue, administer, and 
enforce the provisions of, airman certifi¬ 
cates. type certificates, production cer¬ 
tificates. airworthiness certificates, air 
carrier operating certificates, air navi¬ 
gation facility certificates, and air 
agency certificates, and to alter, amend, 
and modify such certificates after in¬ 
vestigation and upon notice and hearing, 
and (3) to make and amend such gen¬ 
eral or special procedures as he deems 
necessary to exercise and perform such 
powers and duties. 

Acting pursuant to the foregoing au¬ 
thority, and in accordance with section 
3 of the Administrative Procedure Act, 
I hereby revise Part 406 of this chapter 
to read; 

bubfart a—introduction 

Sec. 

406,1 Definitions of terms. 

4062 Use of forms, etc. 


SUBPART ■—ISSUANCE Of CERTIFICATES 

8 ec. 

406.11 General. 

406.12 Medical certificates. 

406.13 Airman certificates. 

406.14 Aircraft certificates. 

406.15 Air carrier certificates. 

406.16 Air agency certificates. 

406.17 Air navigation certificates and 

notices. 

406.18 Administration representatives. 

SUBPAST C—DENIAL OF CESTIFICATES 

40631 Denial of airman certificates. 

406.32 Denial of airman, aircraft, air carrier, 
and air agency certificates. 

SUBPART 0—-ALTERATION, AMENDMENT AND 
MODIFICATION OF CERTIFICATES 

406.41 Initiation of proceedings. 

406.42 Service of order to show cause. 

4C8.43 Response to order to show cause. 

406.44 Request for. or waiver of. hearing. 

406.45 Notice of hearing. 

406.46 Hearing. 

406.47 Appearances. 

406.48 Subpoenas. 

40649 Submission without hearing or 
appearance. 

406.50 Stay of order pending Judicial review, 

406.51 Petition for rehearing, reargument, 

reconsideration, or modification of 
order. 

406.52 Authority of examiners. 

SUBPART *—SUSPENSION AND REVOCATION OF 
CERTIFICATES 

406.61 Emergency suspension!. 

406.62 Suspensions and revocations. 

Authority: f | 406.1 to 406.62 issued under 
•ec. 205. 52 Stat. 984. as amended; 49 U. S. C. 
425. Interpret or apply sec. 309. 602-609, 
901. 1001-1009, 52 Stat. 1008-1011. 1015, 1017- 
1025, as amended, sec. 3. 62 Stat. 1217; 49 
U. 8. C. 552-559. 621. 641-649. 49 U. S. C. 
Sup. 459. 

SUBPART A—INTRODUCTION 

5 406.1 Definitions of terms. As used 
In this part: 

(a) “Act** shall mean Civil Aeronau¬ 
tics Act of 1938. as amended. 

(b) “Administration” shall mean 
Civil'Aeronautics Administration. 

(c) “Administrator** shall mean Ad¬ 
ministrator of Civil Aeronautics. 

(d> “Board** shall mean Civil Aero¬ 
nautics Board. 

5 406.2 Use of forms , etc. Forms and 
other documents prescribed in this part 
which contain references to specific units 
of organization will not be affected by 
any changes in the titles of the units. 
Such forms and documents will continue 
in use until they have been superseded 
or revoked. 

SUBPART B—ISSUANCt Of CERTIFICATES 

5 406.11 General—(a) Application . 
Except as otherwise indicated in this 
subpart, an application for a certificate 
may be obtained from, and shall be sub¬ 
mitted to. a representative of the Ad¬ 
ministration or to one of Its regional, 
district, or field offices. 

(b) Examination. A medical exam¬ 
ination where required will be given by 
a competent, licensed physician, or a 
designated medical examiner as indi¬ 
cated in this subpart. A theoretical or 
written examination where required will 
be given by an agent of the Administra¬ 
tion, except that a student pilot may bo 


examined on the Civil Air Regulations by 
a certificated flight instructor. Written 
examinations will be conducted at 
selected recognized airports. Itiner¬ 
aries of agents will be posted at such 
airports. 

(c) Issuance. Requirements concern¬ 
ing the issuance of a certificate are set 
forth in Stibchapter A of Chapter I of 
this title, or in this part. 

5 406.12 Medical certificates . The 
following medical certificates will b« 
Issued by the Administration to qualified 
applicants: 

(a> First-class medical certificate — 
(1) Purpose. This certificate must be 
obtained by an applicant for an airline 
transport pilot rating. 

<2> Examination. An examination 
for this certificate will be given by a 
designated airline medical examiner. A 
list of the designated airline medical 
examiners in any area may be obtained 
by addressing a request to the Regional 
Administrator of the region in whicji 
the area is located 

(3) Issuance. This certificate will 
be issued on a “Medical Certificate, Air¬ 
line Transport Pilot," Form ACA-1004A. 

(4) Waiver. An applicant for this 
certificate who does not meet the pre¬ 
scribed physical requirements, but has 
considerable aeronautical experience, 
may apply for a “Waiver of Physical 
Standards.** Form ACA-779. from the 
Regional Administrator of the Region 
in which the applicant resides. A waiver 
will be issued if the applicant success¬ 
fully demonstrates through a flight test 
that his physical deficiency is compen¬ 
sated for by his experience, ability, and 
Judgment. 

(5) Additional requirements. Fur¬ 
ther provisions regarding this certificate 
arc contained In Part 29 of Chapter I 
of this title. 

<b> Second-class medical certificate — 
(1) Purpose. This certificate must be 
obtained by an applicant for a com¬ 
mercial pilot rating, air-traffic con¬ 
trol-tower operator certificate, flight 
navigator certificate, flight engineer 
certificate, or commercial lighter-than- 
alr pilot certificate. 

(2) Examination . An examination 
for this certificate will be given by a 
designated medical examiner. A list of 
the designated medical examiners in any 
area may be obtained by addressing a 
request to the Regional Administrator 
of the region in which the area is 
located. 

(3) IssuaTice. This certificate will be 
Issued on a “Medical Certificate. Com¬ 
mercial Airmen,** Form ACA-1004. 

(4) Waiver. An applicant for this 
certificate who does not meet the pre¬ 
scribed physical requirements, but has 
considerable aeronautical experience, 
may apply for a “Waiver of Physical 
Standards.** Form ACA-779. from the 
Regional Administrator of the region in 
which the applicant resides. A waiver 
may be issued if the applicant success¬ 
fully demonstrates through a flight test 
that his physical deficiency Is compen¬ 
sated for by his experience, ability, and 
Judgment. 

(5) Additional requirements. Fur¬ 
ther provisions regarding this certificate 
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are contained in Part 29 of Chapter I of 
this title. 

<c> Third-class medical certificate .— 

(1) Purpose. This certificate must be 
obtained by an applicant for a student 
pilot certificate, private pilot rating, 
student llghter-than-air pilot certificate, 
free balloon pilot certiflcate.^md flight 
radio operator certificate, 

(2> Examination. An examination 
for this certificate will be given by a 
designated medical examiner or a com¬ 
petent licensed physician. A list of the 
designated medical examiners in any 
area may be obtained by addressing a 
request to the Regional Administrator of 
the region in which the area is located. 

(3) Issuance. This certificate will be 
Issued on a "Medical Certificate. Student 
and Private Pilot/' Form ACA-1005. 

«4> Waiver . An applicant for this 
certificate who does not meet the pre¬ 
scribed physical requirements, but has 
considerable aeronautical experience, 
may apply for a "Waiver of Physical 
Standards." Form ACA-779. from the 
Regional Administrator of the region in 
which the applicant resides. A waiver 
may be Issued if the applicant success¬ 
fully demonstrates through a flight test 
that his physical deficiency is compen¬ 
sated for by his experience, ability, and 
judgment. 

(5> Additional requirements. Further 
provisions regarding this certificate are 
contained in Part 29 of Chapter I of this 
title. 

I 406,13 Airman certificates. The fol¬ 
lowing airman certificates will be issued 
by the Administration to qualified appli¬ 
cants. 

(a) Student pilot certificate —(1) 
Purpose. This certificate will authorize 
the holder to pilot In solo flight, aircraft 
of a type, class, and model specified on 
the certificate. 

(2> Application. A single application 
for this certificate will be made on an 
•'Application for Pilot CortiflcajcForm 
ACA-355. 

<3> Issuance. This certificate will be 
Issued on a Form ACA-340. 

*4> Additional requirements. Fur¬ 
ther provisions regarding this certificate 
arc contained in Parts 20 and 43 of Chap¬ 
ter X. 

<b > Pilot certificate— (1) Purpose . 
This certificate will authorize the holder 
to pilot aircraft in accordance with lim¬ 
itations prescribed on the certificate. 

<2> Application, A single application 
for this certificate with ratings shall be 
made on a "Pilot Flight Test Report." 
Form ACA-342a, or an "Application for 
Pilot Certificate." Form ACA-355. if for 
initial certification as a civilian pilot. 

(3) Issuance. This certificate with 
ratings will be issued on a Form ACA- 
1710. 

(4) Additional requirements. Further 
provisions regarding this certificate are 
contained In Parts 20 and 43 of Chapter 
I of this title. 

(c) Airline transport pilot certifi¬ 
cate— (1) Purpose. This certificate will 
authorize the holder to exercise the 
privileges of an airline transport pilot in 
accordance with the limitations pre¬ 
scribed on the certificate. 
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(2> Application. A single application 
for this certificate shall be made on a 
"Pilot Flight Test Report," Form ACA- 
342a. 

<3> Issuance. This certificate will be 
issued on a Form ACA-1710. 

(4) Additional requirements. Further 
provisions regarding this certificate are 
contained in Part 21 of Chapter I of this 
title. 

(d) Llghter-than-air pilot certifi¬ 
cate —(1) Purpose. This certificate will 
authorize the holder to exercise the priv¬ 
ileges of a lighter-than-air pilot in ac¬ 
cordance with the limitations prescribed 
on the certificate. 

<2) Application. A single application 
for this certificate shall be made on an 
"Application for Pilot Certificate." Form 
ACA-355. 

(3) Issuance. This certificate will be 
iss*ued on a Form ACA-1710. 

<4> Additional requirements. Further 
provisions regarding this certificate are 
contained in Part 22 of Chapter I of this 
title. 

(c) Mechanic certificate—(1) Pur¬ 
pose. This certificate will authorize the 
holder to inspect, maintain, or repair 
aircraft and aircraft engines and appli¬ 
ances in accordance with the limitations 
set forth on the certificate. 

(2) Application. A single application 
for this certificate shall be made on an 
"Application for Airman Mechanic or 
Parachute Technician Certificate ana 
Rating." Form ACA-363. 

(3) Issuance. This certificate will be 
issued on a Form ACA-1710. 

<4) Reports. The holder of this cer¬ 
tificate slmll submit a "Periodic Activity 
Report," Form ACA-1130. to the Admin¬ 
istration annually during the month of 
January. 

(5) Additional requirements. Further 
provisions regarding this certificate are 
contained in Part 24 of Chapter I of this 
title. 

(f) Parachute technician certificate— 

(l) Purpose. This certificate will au¬ 
thorize the holder to inspect, pack, 
repair, or construct parachutes in 
accordance with the limitations pre¬ 
scribed on the certificate. 

<2> Application. A single application 
for this certificate shall be made on an 
"Application for Airman Mechanic or 
Parachute Technician Certificate and 
Rating." Form ACA-363 

<3> Issuance. This certificate will be 
issued on a Form ACA-1710. 

(4) Reports. The holder of this cer¬ 
tificate shall submit a "Periodic Activity 
Report," Form ACA-1130, to the Ad¬ 
ministration annually during the month 
of January. 

(5) Additional requirements. Fur¬ 
ther provisions regarding this certificate 
are contained in Part 25 of Chapter I 
of this title. 

(g) Air-traffic control-tower operator 
certificate— (1) Purpose. This certifi¬ 
cate will authorize the holder to control 
air traffic in accordance with the limita¬ 
tions prescribed on the certificate. 

(2) Application. A single application 
for this certificate shall be made on an 
"Application for Control-Tower Operator 
or Aircraft Dispatcher Certificate and 
Rating," Form ACA-374. 




(31 Issuance. This certificate will be 
lssu?d on a Form ACA-1710. 

(4) Additional requirements. Fur¬ 
ther provisions regarding this certificate 
are contained in Part 26 of Chapter I 
of this title. 

<h> Aircraft dispatcher certificate— 
(1) Purpose. This certificate will au¬ 
thorize the holder to act as an aircraft 
dispatcher for a certificated air carrier in 
accordance with the limitations pre¬ 
scribed on the certificate. 

(2) Application. A single application 
for this certificate shall be made on an 
"Application for Control-Tower Oper¬ 
ator or Aircraft Dispatcher Certificate 
and Rating," Form ACA-374. 

(3) Issuance. This certificate will be 
issued on a Form ACA-1710. 

<4) Reports. The holder of this cer¬ 
tificate shall submit a "Periodic Activity 
Report." Form ACA-1130 to the Admin¬ 
istration annually during the month of 
January. 

(5) Additional requirements. Fur¬ 
ther provisions regarding this certificate 
are contained in Part 27 of Chapter I of 
this title. 

(1) Flight radio operator certificate — 
(1) Purpose . This certificate will au¬ 
thorize the holder to exercise the privi¬ 
leges of a flight radio operator in 
accordance with the limitations pre¬ 
scribed on the certificate. 

(2) Application. A single application 
for this certificate shall be made on an 
"Application for Airman Certificate 
Flight Radio Operator. Flight Navigator, 
Flight Engineer," Form ACA-1770. 

<3) Issuance. This certificate will be 
issued on a Form ACA-1710. 

(4) Additional requirements. Fur¬ 
ther provisions regarding this certificate 
are contained in Part 33 of Chapter I 
of this title. 

<J) Flight navigator certificate— (1) 
Purpose. This certificate will authorize 
the holder to exercise the privileges of a 
flight navigator in accordance with the 
limitations prescribed on the certificate. 

<2> Application. A single application 
for this certificate shall be made on an 
"Application for Airman Certificate 
Flight Radio Operator. Flight Navigator, 
Flight Engineer." Form ACA-1770. 

(3) Issuance. This certificate will be 
issued on a Form ACA-1710. 

(4> Additional requirements. Fur¬ 
ther provisions regarding this certificate 
are contained in Part 34 of Chapter I 
of this title. 

(k) Flight engineer certificate —(l) 
Purpose. This certificate will authorize 
the holder to exercise the privileges of a 
flight engineer in accordance with the 
limitations prescribed on the certificate. 

(2) Application. A single application 
for this certificate shall be made on an 
"Application for Airman Certificate 
Flight Radio Operator, Flight Navigator. 
Flight Engineer," Form ACA-1770. 

<3> Issuance. This certificate will be 
Issued on a Form ACA-1710. 

(4) Additional requirements. Fur¬ 
ther provisions regarding this certificate 
are contained in Part 35 of Chapter I of 
this title. 

1 406.14 Aircraft certificates. The 
following aircraft certificates will be 
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issued by the Administration to qualified 
applicants: 

<a> Type certificate —(1) Purpose. 
This certificate will certify that an air¬ 
craft. aircraft engine, propeller, or ap¬ 
pliance specified in the Civil Air Regu¬ 
lations as eligible for a type certificate 
is of proper design, material, specifica¬ 
tions, construction, and performance 
for safe operation, and meets the mini¬ 
mum requirements of the Civil Air 
Regulations. 

<2> Application . A single application 
for this certificate shall be made on an 
“Application for Type Certificate/' Form 
# ACA-312. This application form may 
be obtained from, and shall be sub¬ 
mitted to the local Aviation Safety 
Agent. Aviation Safety District Office, or 
Aircraft Division of the regional office 
serving the area in which the manufac¬ 
turer’s plant is located. 

<3> Issuance . This certificate will be 
issued on a Form ACA-331. 

(4) Reports . Upon the initial transfer 
of title to any aircraft manufactured in 
accordance with Administration stand¬ 
ards and requirements for United States 
registry, and where such aircranhas 
been manufactured under the terms of 
a type certificate only. i. e., without bene¬ 
fit of a production certificate, the holder 
of the type certificate or of a current 
right to the benefits of a type certificate 
under a* licensing arrangement shall sub¬ 
mit a “Statement of Conformity/* Form 
ACA-317, to a duly authorized repre¬ 
sentative of the Administrator. 

(5) Additional requirements. Further 
provisions regarding this certificate are 
contained in Part 2 of Chapter I of this 
title. 

<b> Production certificate—(1) Pur¬ 
pose. This certificate will authorize 
duplicates of a product for which a type 
certificate has been issued, to be manu¬ 
factured at designated places. 

(2) Application. A single application 
for this certificate and a production limi¬ 
tation record, shall be made on an ' Ap¬ 
plication for Production Certificate/' 
Form ACA-332. The application form 
may be obtained from, and shall be sub¬ 
mitted to. the Aircraft Division of the 
Regional Office serving the area in which 
the manufacturer’s plant is located. If 
an amendment is desired, application 
shall be made to such Regional Office. 

<3) Issuance. This certificate will be 
issued on a "Production Certificate/' 
Form ACA-333. It will include a “Pro- 
ducvion Limitation Record/’ Form ACA- 
333a. which will set forth the applicable 
type certificate. 

(4) Reports. The holder of this certifi¬ 

cate shall notify the Regional Office 
which issued the certificate, of any 
changes In organization, methods, pro¬ 
cedures, facilities, or location of the 
manufacturing facilities which affect the 
product for which the certificate was 
issued, ' 

(5) Additional requirements. Fur¬ 
ther provisions regarding this certificate 
are contained in Part 2 of Chapter I of 
this title. 

(c) Aircraft registration certificate— 
(!) Purpose. This certificate will satis¬ 
fy the provisions of the act requiring that 
an aircraft be registered by its owner 
before it may be operated or navigated. 


(2) Application and fee. An applica¬ 
tion for this certificate shall be made on 
a Form ACA-500. This form will con¬ 
tain three parts: Part A. “Certificate of 
Registration’*; Part B. "Application for 
Registration”: and Part C. “Bill of Sale." 
An applicant for a registration certificate 
shall mall an original and a duplicate of 
Part A. a duplicate of Part B, an original 
of Part C or another bill of sale or a 
conditional sales contract, and a regis¬ 
tration fee of $4 to the Aircraft Records 
Branch of the Administration in Wash¬ 
ington, D. C. If a conditional sales con¬ 
tract is submitted, an additional fee of 
$4 shall be enclosed to record it. The 
applicant shall retain the original of 
Part B in the aircraft as a temporary 
registration for 30 days. A "Certificate 
cf Ownership” Form ACA-1160, will no 
longer be issued by the Administration. 
However, such a certificate Issued prior 
to November 15.1946, may be used subse¬ 
quent to that date in effecting the trans¬ 
fer of ownership of an aircraft if it Is 
accompanied by a registration fee of $4. 
II such a form Is outstanding but Is not 
used in effecting the transfer of owner¬ 
ship, it should be surrendered at the time 
the next application Is made on a Form 
ACA-500 for registration of the aircraft. 

‘(3) Issuance. This certificate will be 
issued on the original ' Certificate of 
Registration/’ Form ACA-500. Part A. 

(4) Additional requirements. Further 
provisions regarding this certificate are 
contained in Part 501 of this chapter. 

<d> Dealers* aircraft registration cer¬ 
tificate —(1) Purpose. This certificate 
will provide an alternate form of regis¬ 
tration permuting the operation, demon¬ 
stration. and merchandising of civil air¬ 
craft moving in ordinary trade channels 
from a manufacturer, distributor, or 
dealer to an ultimate purchaser. 

(2) Application end fee. An applica¬ 
tion for this certificate shall be made on 
an "Application for Issuance of Dealers' 
Aircraft Registration Certificate (s)/' 
Form ACA-1706. It will require a state¬ 
ment of the dealer's citizenship and cer¬ 
tain data concerning his status as a bona 
fide dealer in aircraft. An application 
containing current data shall be submit¬ 
ted each time certificates are requested, 
and may cover as many certificates as are 
desired at that timg This application 
may be obtained Trom, and shall be sub¬ 
mitted to. the local Aviation Safety 
Agent. Aviation Safety District Office, or 
Aircraft Division of the regional office 
serving the area in which the appli¬ 
cant's business is located. A fee of $5 
will be charged for the first certificate, 
and $1 for each additional or subsequent 
certificate issued to the same dealer. 

(3) Issuance . This certificate will be 
issued on a “Dealers' Aircraft Registra¬ 
tion Certificate." Form ACA-1707. It 
will be valid for 12 months from the date 
of Issuance. Duplicates will not be 
issued. 

<41 Additional requirements, further 
provisions regarding the Issuance and 
use of this certificate are contained in 
Part 502 of this chapter. 

(e) Aircraft airworthiness certifi¬ 
cate—(l) Purpose. This certificate will 
authorize the operation of a civil air¬ 
craft of United States registry within 


the United 8tates. its territories, and Its 
possessions. However, there shall be 
available in the aircraft an "Operation 
Limitations," Form ACA-309, or an ap¬ 
proved airplane flight manual which sets 
forth the limitatiohs for safe operation. 

<2> Application. A single application 
for this certificate and an aircraft oper¬ 
ation record shall be made on an “Ap¬ 
plication for Airworthiness Certificate 
and/or Annual Inspection of an Air¬ 
craft," Form ACA-305. Usually, the 
manufacturer obtains the certificate, 
which thereafter shall remain with the 
aircraft. If no airworthiness certificate 
has been issued for the aircraft, an ap¬ 
plication for such a certificate may be 
made by the registered ow r ner of the air¬ 
craft. or his agent. 

<3i Issuance. This certificate will be 
Issued on a "Certificate of Airworthi¬ 
ness.” Form ACA-1362 or Form ACA- 
1362a whichever is applicable. 

<4> Inspections. An annual inspec¬ 
tion of all certificated aircraft by an 
authorized representative of the Admin¬ 
istrator is required unless the aircraft is 
being maintained and inspected by a 
continuous maintenance and inspection 
system. The aircraft and engine rec¬ 
ords must be maintained and kept avail¬ 
able for inspection. (Sec Part 43 of 
Chapter I of this title.) 

(fi Ferry permit—( l) Purpose . Tills 
permit will authorize the flight of a civil 
aircraft of United States registry be¬ 
tween two specified points for the pur¬ 
pose of repairing, or obtaining certifica¬ 
tion of, on aircraft, or it will authorize 
an aircraft to be delivered via fly-away 
to a border of the United States or to 
some other point within the United 
States from which the aircraft is to be 
exported. (See § 43.10 (b) of Chapter I 
of this title.) 

<2> Application . An application for 
this permit shall be maeje on an "Appli¬ 
cation and Authorization for Perry Per¬ 
mit," Form ACA-1779. The applicant 
shall furnish evidence Identifying the 
aircraft, reveal the points between which 
the aircraft will be flown, estimate dura¬ 
tion of the flight, and furnish a state¬ 
ment giving the reasons why an aircraft 
airworthiness certificate is not applica¬ 
ble. 

<3> Issuance. Normally, this permit 
will be issued on an "Application and 
Authorization for Ferry Permit/’ Form 
ACA-1779, but in some instances may be 
authorized by wire or telephone. 

<g> Foreign civil aircraft flight per¬ 
mit.—(1) Purpose. This permit will au¬ 
thorize flight within the United States. 
Its territories, and its possessions (ex¬ 
cept the Canal Zone) of foreign aircraft 
with foreign markings/ 


»Foreign civil aircraft of Contracting 
States to ICAO which arc on <l) private 
flights for pleasure, or <U) flights on the 
business of the individual or enterprise own¬ 
ing the aircraft when no valuable considera¬ 
tion of any kind is received for. or arising 
from the carriage of persons or property, or 
(111) flight In transit on other than sched¬ 
uled air services when no passengers, cargo 
or mall are to bo discharged or embarked, 
may operate, without prior permission. Into 
or within the United States or territory or 
possessions of United States subject to cer¬ 
tain safety requirements. 
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(2) Application. An application for 
this certificate shall be made on an “Ap¬ 
plication for Foreign Civil Aircraft Flight 
Permit.” Form ACA-776A. The applica¬ 
tion will require the itinerary (point* of 
origination and termination, last point 
of landing prior to entering the United 
States, and landing points within the 
United States): estimated duration of 
flight in the United States; name and 
address of applicant; purpose of flight: 
description of aircraft, including foreign 
Identification mark and country of regis¬ 
try; indication as to radio equipment in¬ 
stalled in aircraft; type of operation 
(VFR or IFR flight) for which permis¬ 
sion is requested; the cargo and pas¬ 
sengers to be carried; flight crew in¬ 
formation, and name and address of per¬ 
son to whom permit should be mailed. 
Form ACA-776A may be obtained from 
any regional or district office in the 
United States, from any international 
field office, or from the Civil Aeronautics 
Administration, Washington, D. C. For 
flights of a non-commercial nature, ap¬ 
plications may be submitted to the Civil 
Aeronautics Administration. Washing¬ 
ton. D. C.. to the nearest Civil Aeronau¬ 
tics Administration international field 
office, or to the regional or district of¬ 
fice of the Administration which is near¬ 
est to the port of entry. For flights in¬ 
volving commercial (non-common car¬ 
rier) operations, applications must be 
submitted to the Civil Aeronautics Ad¬ 
ministration, Washington, D. C. 

(3) Issuance. Permits involving non¬ 
commercial operations issued in the field 
will be issued on Form ACA-1452, “For¬ 
eign Civil Aircraft Flight Permit.” 
Permits involving commercial (non¬ 
common carrier) operations issued by 
the Washington office are not contained 
on Form ACA-1452 because of the extra 
conditions and limitations involved but 
will be issued in the form of a letter. 

(h> Certificate of airworthiness for 
export—(1) Purpose. This certificate 
will certify that the type-certificated 
product involved meets certain general 
and special requirements for export to 
particular foreign citizens or foreign 
countries. 

(2) Application. An application for 
this certificate shall be made on an “Ap¬ 
plication for Certificate of Airworthiness 
for Export/* Form ACA-306. 

(3) Issuance. This certificate will be 
issued on a “Certificate of Airworthiness 
for Export.'* Form ACA-26. 

5 406.15 Air carrier certificates. The 
following air carrier certificates will be 
issued by the Administration to qualified 
applicants: 

(a) Air carrier operating certificate— 
(1) Purpose . This certificate will de¬ 
scribe the operations authorized, and 
prescribe such operation specifications 
and limitations as may reasonably bo 
required in the interest of safety. It is 
required for all air carriers engag^i in 
scheduled and Irregular operations/* 

(2) Application . (i) An application 

for a scheduled air carrier operating 
certificate shall be made by letter to tho 
regional office of the Administration 
serving the area in which the principal 
office of the air carrier is located. 


(11) An application for an irregular 
air carrier operating certificate shall be 
made on an “Application for Certificate 
to Operate as Irregular Air Carrier or 
Commercial Operator,** Form ACA-1602, 
to the regional office serving the area In 
which the principal office of the oir car¬ 
rier Is located. 

(3) Additional requirements. Further 
provisions regarding this certificate are 
contained in Parts 40, 41. 42, and 61 of 
Chapter I of this title. 

5 406.16 Air agency certificates. The 
following air agency certificates and rat¬ 
ings will be issued by the Administration 
to qualified applicants: 

(a) Basic ground school rating.— (1) 
Purpose. This rating will authorize the 
holder to operate as a basic ground 
school. 

(2) Application . An application for 
this rating shall be made on an **Appli¬ 
cation for. Airman Agency Certificate 
and Rating, and Inspection Report,” 
Form ACA-367. A new application shall 
be submitted at least every two years. 

(3) Issuance. This rating will be Is¬ 
sued on an “Air Agency Certificate,” 
Form ACA-390. 

(4) Reports. The holder of this rating 
shall submit an “Approved Air Agency 
Activity Report.** Form ACA-1784. when¬ 
ever it is able to report on 32 students, 
or at least every six months. 

(5) Additional requirements. Further 
provisions regarding this rating arc con¬ 
tained \n Part 50 of Chapter I of this 
title. 

<b) Advanced ground school rating^— 
(1) Purpose. This rating will authorize 
the holder to operate as an advanced 
ground school. 

(2) Application. An application for 
this rating shall be made on an “Applica¬ 
tion tor Airman Agency Certificate and 
Rating, and Inspection Report;* Form 
ACA-387, A new application shall be 
submitted at least every two years. 

<3) Issuance. This certificate will be 
issued on an “Air Agency Certificate,” 
Form ACA-390. 

(4) Reports. The holder of this rating 
shall submit an “Approved Air Agency 
Activity Report,’* Form ACA-1784. when¬ 
ever it is able to report on 32 students, 
or at least every six months. 

(5) Additional requirements. Further 
provisions regarding this rating are con¬ 
tained in Part 50 of Chapter I of this 
title. 

(c) Primary flying school rating— 
(1) Purpose. This rating will authorize 
the holder to operate as a primary flying 
school. 

(2) Application. An application for 
this rating shall be made on an “Appli¬ 
cation for Airman Agency Certificate and 
Rating, and Inspection Report.** Form 
ACA-387. A new application shall be 
submitted at least every two years. 

(3) Issuance. This rating will be Is¬ 
sued on an “Air Agency Certificate,” 
Form ACA-390. 

<4> Reports. The holder of this rating 
shall submit an “Approved Air Agency 
Activity Report.** Form ACA-1784, when¬ 
ever it is able to report on 32 students or 
at least every six months. 


(5> Additional requirements. Further 
provisions regarding this rating are con¬ 
tained in Part 50 of Chapter I of this title. 

(d> Commercial flying school rating — 
(1) Purpose. This rating will authorize 
the holder to operate as a commercial 
flying school 

(2) Application. An application tor 
tills rating shall be made on an “Appli¬ 
cation for Airman Agency Certificate 
and Rating, and Inspection Report;* 
Form ACA-387. A new application shall 
be submitted at least every two years. 

(3) Issuance. This rating will be Is¬ 
sued on an “Air Agency Certificate,’* 
Form ACA-390. 

(4) Reports. The holder of this rat¬ 
ing shall submit an “Approved Air 
Agency Activity Report,** Form ACA- 
1784. whenever it is able to report on 32 
students or at least every six months. 

(5) Additional requirements. Further 
provisions regarding this rating are con¬ 
tained In Part 50 of Chapter I of this 
title. 

(e) Instrument flying school rating — 
(1) Purpose. This rating will authorize 
the.fcolder to operate as an instrument 
flying school 

(2) Application . An application for 
this rating shall be made on on “Appli¬ 
cation for Airman Agency Certificate 
and Rating, and Inspection Report.” 
Form ACA-387. A new application shall 
be submitted at least every two years. 

(3) Issuance . This rating will be Is¬ 
sued on an “Air Agency Certificate;* 
Form ACA-390. 

(4) Reports . The holder of this rat¬ 
ing shall submit an “Approved Air 
Agency Activity Report,” Form ACA- 
1784. whenever It is able to report on 32 
students, or at least every six months. 

(5) Additional requirements. Further 
provisions regarding this rating are con¬ 
tained In Part 50 of Chapter I of this 
title. 

(f) Flight instructor school rating— 
(1) Purpose . This rating will authorize 
the holder to operate as a flight instruc¬ 
tor school. 

<2) Application. An application for 
this rating shall be made on an “Appli¬ 
cation for Airman Agency Certificate 
and Rating, and Inspection Report,” 
Form ACA-387. A new application shall 
be submitted at least every two years. 

(3) Issuance. This rating will be is¬ 
sued on an “Air Agency Certificate;' 
Form ACA-390. 

<4> Reports. The holder of this rating 
shall submit an “Air Agency Activity Re¬ 
port,'* Form ACA-1784, whenever It 1s 
able to report on 32 students or at least 
every six months. 

(5) Additional requirements. Further 
provisions regarding this rating are con¬ 
tained in Part 50 of Chapter I of this 
title. 

(g) Repair station rating— (1) Pur¬ 
pose. This rating will authorize the 
holder to operate as a repair station. 

(2) Application . An application for 
this rating shall be made on an “Appli¬ 
cation for Aircraft Repair Station,” 
Form ACA-394. 

(3) Issuance . This rating will be is¬ 
sued on an "Air Agency Certificate,” 
Form ACA-390. 
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(4» Additional requirement*. Further 
provisions regarding this rating are con¬ 
tained in Part 52 of Chapter I of this 

title. 

<h) Mechanic school rating —(1) Par- 
pose. This rating will authorize the 
holder to operate as a mechanic school. 

(2) Application . An application for 
this rating shall be made on a "Mechanic 
School Application and Inspection Re¬ 
port,** Form ACA-614. 

(3) Issuance. This rating will be is¬ 
sued on an "Air Agency Certificate/’ 
Form ACA-390. 

(4) Reports. “The holder of this rat¬ 
ing shall submit a "Mechanic School 
Report," Form ACA-392, in January and 
July of every year. 

(5) Additional requirements. Further 
provisions regarding this rating are con¬ 
tained in Parts 50 and 53 of Chapter I of 
this title. 

(1) Parachute loft rating—d) Pur¬ 
pose. This rating will authorize the 
holder to operate as a parachute loft. 

(2) Application. An application for 
this rating shall be made on an "Applica¬ 
tion for Parachute Loft Certificate and 
Rating." Form ACA-1371 

(3) Issuance. This rating will be is¬ 
sued on an "Air Agency Certificate/’ 
Form ACA-390. 

(4) Additional requirements. Further 
provisions regarding'this rating are con¬ 
tained in Part 54 of Chapter I of this title. 

(J) Ground instructor certificate and 
rating— (1) Purpose. This certificate 
and rating will authorize the holder to 
serve as a ground instructor. 

f2> Application. An application for 
this certificate and rating shall be made 
on-an "Application for Oround Instruc¬ 
tor Certificate or Rating," Form ACA- 
360. 

(3) Issuance. This certificate and 
rating will be Issued on a Form ACA- 
1710. 

(4) Reports. The holder of this cer¬ 
tificate and rating shall submit a "Peri¬ 
odic Activity Report," Form ACA-1130. 
to the Administration each year during 
the month of January. 

(5) Additional requirements. Further 
provisions regarding this certificate and 
rating arc contained in Parts 50 and 51 
of Chapter I of this title. 

(k) Commercial operator certificate— 
( 11 Purpose. This certificate will author¬ 
ize the holder to serve as a commercial 
operator. 

«2> Application. An application for 
this certificate shall be made on an "Ap¬ 
plication lor Certificate to Operate as 
Irregular Air Carrier or Commercial 
Operator." Form ACA-1602. 

<3) Issuance. This certificate will be 
issued o»a F\)rm ACA-1603. 

<4) Additional requirements. Further 
provisions regarding tnls certificate are 
contained in Part 45 of Chapter I of this 
title. 

i 406.17 Air navigation certificates 
and notices. The following air naviga¬ 
tion certificates will be Issued by the 
Administration to qualified applicants 
and the following air navigation notices 
are required: 

<a> Authorization to operate true 
light— (l > Purpose. This certificate 


will authorize the holder to operate an 
aeronautical light as a "true light." 

i2> Application. An application for 
this certificate shall be submitted on an 
"Application for Rating of Air Naviga¬ 
tion Facility and Lawful Authority to 
Operate a ’True Light’", Form ACA-114. 

<3> Issuance. A temporary certifi¬ 
cate. good for a period of 60 days, will 
be issued by the Regional Office serving 
the region in which the facility Is located. 
A permanent certificate will be issued 
by the Washington Office on an "Air 
Navigation Facility Certificate," Form 
ACA-115. 

(b) Notice o/ construction or altera¬ 
tion— (1 > Purpose . This notice must be 
submitted to the Administrator in order 
that he may give proper notice to air¬ 
men of the construction or alteration of 
a structure iocated along or near a civil 
airway. 

<2) Submittal. Notice shall be sub¬ 
mitted to the Administrator on a "No¬ 
tice of Construction or Alteration of 
Structures, or Construction of New 
Landing Areas." Form ACA-U7. 

(3) Additional requirements. Fur¬ 
ther provisions regarding notices of 
construction or alteration are contained 
In Part 625 of this chapter. 

$ 406 18 Administration representa¬ 
tives. The following certificates may be 
issued by the Administration ftp qualified 
applicants in order that they may assist 
the Administration In performing the 
functions indicated. 

ta> Pilot examiner certificate —(1) 
Purpose . This certificate will authorize 
the holder to act as a pilot examiner for 
the Administration and to conduct flight 
examinations for the Issuance of pilot 
certificates and ratings. 

(2) Application An application for 
this certificate shall be made on a "Pilot 
Examiner Qualification Record and 
Flight Test Report.” Form ACA-914. 

(3) Issuance. This certificate will be 
Issued on a "Certificate of Authority/’ 
Form AC A-1382. 

(4) Reports. The holder of this cer¬ 
tificate shall execute and submit in dupli¬ 
cate monthly, a "Flight Test Activity 
Report." Form ACA-857. to his Regional 
Office through his supervising agent. 

(b) Air crew examiner certificate— 

(1) Purpose. This certificate will au¬ 
thorize the holder to act as a flight radio 
operator examiner, flight navigator ex¬ 
aminer. flight engineer examiner, as indi¬ 
cated on the certificate, and to conduct 
flight examinations for the certificates. 

(2) Application. An application for 
this certificate shall be made on a "State¬ 
ment of Qualifications and Designation- 
Air Crew Examiner." Form ACA-1861. 

(3) Issuance. This certificate will be 
issued on a "Certificate of Authority.” 
Form ACA-1382. 

(4) Reports. The holder of this cer¬ 
tificate shall execute and submit to his 
supervising agent a "Flight Test Activ¬ 
ity Report." Form ACA-857, for each cal¬ 
endar year. 

(c) Medical examiner certificate —(1) 
Purpose. This certificate will authorize 
the holder to give physical examinations 
required for the issuance of medical cer¬ 
tificates. 


<2> Application. An application for 
this certificate shall be made on an "Ap¬ 
plication for Designation as Medical Ex¬ 
aminer.” Form ACA-861, and shall be 
submitted to a regional medical officer of 
the Administration serving the area in 
which the applicant practices medicine.’ 

(3) Issuance. This certificate will be 
Issued on an "Authorized Medical Ex¬ 
aminer and Letter of Designation." Form 
ACA-1668. 

<4> Reports. A "Report of Physical 
Examination for Airmen Certificate," 
Farm ACA-358. or "Report of Physical 
Examination for Air-Line Transport 
P lot," Form ACA-359. shall be submitted 
within 48 hours after examination to the 
Regional Administrator serving the re¬ 
gion in which the applicant is examined, 
A copy of the report must be retained in 
the file of the designated medical exam¬ 
iner for three years. 

<d) Mechanic examiner certificate — 

(1) Purpose. This certificate will au¬ 
thorize the holder to conduct oral and 
practical examinations for the Issuance 
of aircraft mechanic and aircraft engine 
mechanic certificates. 

12) Application. An application for 
this certificate shall be made on a "State¬ 
ment of Qualifications and Recommenda¬ 
tions for Designated Mechanic Exam¬ 
iner." Form ACA-1618. 

<3) Issuance. This certificate will be 
issued on a "Certificate of Authority,” 
Form ACA-1382. 

<e> Manufacturing representative cer¬ 
tificate —(1) Purpose. This certificate 
will authorize the holder to determine 
the conformity and quality of products 
manufactured by his employer under the 
terms of a production certificate, and to 
issue airworthiness certificates for air¬ 
craft and certificates of airworthiness for 
export for aeronautical products manu¬ 
factured under the terms of the produc¬ 
tion certificate. 

(2) Application. An application for 
this certificate shall be made on a 
"Statement of Qualifications for Desig¬ 
nated Manufacturing Inspection Repre¬ 
sentatives." Form ACA-1381. It shaU be 
transmitted to the local agent of the 
Administration, with a letter of recom¬ 
mendation from the employing manu¬ 
facturer. 

<3) Issuance. This certificate will be 
issued on a "Certificate of Authority,” 
Form ACA-1382. 

(f) Engineering representative certifi¬ 
cates —(1) Purpose. These certificates 
will authorize the holder to certify that 
certain engineering data pertaining/ to 
certification of an aircraft or aircraft 
component, or pertinent to the mainte¬ 
nance. repair, or alteration of aircraft or 
aircraft component complies with the 
Civil Air Regulations. 

(2) Application. An application for 
this certificate shall take the form of a 
letter from the nominee's employer re¬ 
questing the appointment of the nominee 
as a designated engineering representa¬ 
tive. This letter shall be accompanied 
by a Form ACA-1599, "Statement of 
Qualifications." executed by the nominee. 

(3) Issuance. Two certificates will 
be issued the designee, a "Certificate of 
Designation/’ Form ACA-2001, and a 
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“Certificate of Authority/* Form ACA- 
1382. 

<4) Termination of designee's author - 
Up. The designee’s authorization shall 
terminate: 

Cl) At the written request of the des¬ 
ignee or his employer. 

Ul> In the event that the designee 
leaves the employ of the employer by 
whom he was nominated. 

(iii) If, after proper investigation, it 
Is determined that the designee has made 
improper use of, or was careless or in¬ 
competent in the exercise of, his author¬ 
ity or responsibility. 

SUBPART C—DENIAL OF CERTIFICATES 

5 406.31 Denial of airman certificate. 
Under section 602 (b) of the act, any 
person whose application tor the issuance 
or renewal of an airman certificate is 
denied may file with the Board a petition 
for reconsideration, and the Board shall 
thereupon assign such application for 
hearing at a place convenient to the ap¬ 
plicant’s place of residence or employ¬ 
ment. 

i 406.32 Denial of airman, aircraft, 
air carrier, air navigation, or air agency 
certificate. Under section 1006 of the 
act. any person disclosing a substantial 
interest In any order (except certain or¬ 
ders regarding foreign air carriers) 
denying the issuance or renewal of an 
airman, aircraft, air carrier, air naviga¬ 
tion. or air agency certificate may appeal 
such order to a circuit court of appeals 
of the United States or the United States 
Court of Appeals for the District of 
Columbia, within 60 days after the entry 
of such order. 

SUB PART D— ALTERATION, AMENDMENT, AND 
MODIFICATION OF CERTIFICATES 

4 406.41 Initiatioti of proceedings. A 
proceeding to alter, amend, or modify a 
certificate may be initiated by the Ad¬ 
ministrator or his authorized representa¬ 
tive by the issuance of an order addressed 
to the certificate holder or other party 
in interest, directing him to show cause 
why the certificate should not be altered, 
amended, or modified as specified in the 
order. 

4 406.42 Service of order to show 
cause. The order to show cause will be 
served upon the party in interest by 
mailing a copy thereof by registered mall, 
return receipt requested, addressed to 
the party at his last known address. 

$ 406.43 Response to order to show 
cause. After service upon him of the 
order to show cause, the respondent will 
have ten days within which to respond 
in writing to the order. Such answer 
will be deemed filed as of the date of 
mailing to the General Counsel of tho 
Administration, properly addressed and 
postage prepaid. If respondent falls to 
answer the order within ten days, the 
Administrator or the Examiner assigned 
to hear the matter may forthwith order 
that the certificate be amended In ac¬ 
cordance with the show cause order. 

1406.44 Request for, or waiver of, 
hearing . The respondent will have the 
right to have the matter set for hearing 
and the issue determined on the basis 
of t*:e facts presented at such hearing. 
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If respondent falls to request a hearing 
within ten days after serving of the order 
to show cause, the Issues may be decided 
upon the basis of facts and arguments 
presented in writing by the respondent 
and the counsel assigned to represent 
the Federal Government. 

5 406.45 Notice of hearing . When a 
hearing has been requested, the respond¬ 
ent will be given adequate notice of the 
date and place where such hearing will 
be held. In fixing the times and places 
for hearings, due regard will be had for 
the convenience and necessity of the 
parties and their representatives. 

5 406.46 Hearing. A hearing will be 
held before an Examiner duly designated 
by the Administrator. 

4 406.47 Appearances. Any party to 
a proceeding may appear and be heard 
in person or by attorney. No register of 
attorneys who may practice before the 
Administrator will be maintained and no 
application for admission to practice will 
be required. Any attorney practicing or 
desiring to practice before the Admin¬ 
istrator may. upon hearing and good 
cause shown, be suspended or prohibited 
from so practicing. 

$ 406.48 Subpoenas. Subpoenas re¬ 
quiring the attendance of witnesses, or 
the production of evidence, at a desig¬ 
nated pladl of hearing, will be Issued to 
any party to a proceeding upon proper 
application to the Examiner. 

4 406.49 Submission without hearing 
or appearance. Where respondent does 
not request a hearing, the Examiner, on 
the basis of the pleadings and the docu¬ 
mentary evidence submitted by the par¬ 
ties. will prepare an initial decision. A 
copy of the initial decision will be served 
upon the respondent or his counsel, by 
personal service or registered mail. The 
parties to the proceedings will have ten 
days, or such other time as the Exam¬ 
iner may specify, after the date of service 
of such initial decision within which to 
file exceptions and appeal to the Ad¬ 
ministrator. If no appeal to the 
Administrator is filed or action by the 
Administrator to review such decision 
is entered within the time allowed, such 
decision will without further proceedings 
become the decision of the Adminis¬ 
trator. 


4 406.50 Stay of order pending judi¬ 
cial review. The filing of a petition for 
a judicial review of an order made under 
this part as provided in section 1006 of 
the act will not operate to stay the effec¬ 
tiveness of the order unless specifically 
so ordered by the Administrator. The 
petitioner may request, and if good cause 
is shown therefor, the Administrator will 
stay the effectiveness of the order trom 
which an appeal is being taken. 

4 406.51 Petition for rehearing, re¬ 
argument, reconsideration or modifica¬ 
tion of order, (a) Either party to a 
proceeding may petition for rehearing, 
reargument, reconsideration or modifi¬ 
cation of any final order of the Admin¬ 
istrator within ten days after receipt 
thereof. 

<b> The filing of a petition to rehear 
or reargue a proceeding or to reconsider 


or modify an order, will not operate to 
stay the effectiveness of the order, unless 
otherwise ordered by the Administrator. 

4 406.52 Authority of examiners. Ex¬ 
aminers will have authority as follows: 

(a) To give notice concerning, and 
hold, hearings; 

<b) To administer oaths and affirma¬ 
tions; 

(c) To examine witnesses; 

(d) To take or cause depositions to be 
taken whenever the ends of justice 
would be served thereby; 

<e) To rule upon offers of proof and 
receive competent evidence; 

<f> To regulate the course of the 
hearing; 

<g) To hold conferences, before or 
during the hearing, for the settlement 
or simplification of issues, by consent of 
the parties; 

<h> To dispose of procedural requests 
or similar matters; 

(1) Within his discretion, or upon the 
direction of the Administrator, to cer¬ 
tify any question to the Administrator 
for his consideration and disposition; 

<J> To issue subpoenas; 

(k> To make initial decisions. 

SUBPART E—SUSPENSION AND REVOCATION 
OF CERTIFICATES 

4 406.61 Emergency suspensions. See 
4 408.25 of this chapter. 

4 4C6.62 Suspensions and revocations. 
See 4 408.26 of this chapter. 

This part shall become effective upon 
publication in the Federal Recistbr. 

f seal J Donald W. Nyiop. 

Administrator of Civil Aeronautics: 

[T. R. Doc. 50-12475; Filed. Dec. 29, 1050; 

8:58 a. m.| 


Part 407— Recordation Procedures 

Under sections 205 and 501-503 of the 
Civil Aeronautics Act of 1938. as amend¬ 
ed, the Administrator of Civil Aeronau¬ 
tics is empowered (1) to record instru¬ 
ments which affect interests In aircraft, 
aircraft engines, propellers, appliances, 
and parts, and (2) to make and amend 
such general or special procedures as he 
deems necessary to exercise and perform 
such powers and duties. 

Acting pursuant to the foregoing au¬ 
thority. and In accordance with section 3 
of the Administrative Procedure Act. I 
hereby revise Part 407 of this chapter to 
read: 

8T7BPART A—INTRODUCTION 

Sec. 

407.1 Definitions ot terms. 

407J Use of forms, etc. 

0 

SUBTAST I-AllCSAfT OWNERSHIP 

407.11 General. 

407.12 Forms of conveyance. 

407 13 Application. 

407.14 Recording fee. 

407.15 Additional requirements. 

SUSPABT C—nenJMMUNrts AC AIN* T arcCTFl- 
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40791 General. 

407 22 Forms of conveyance. 

40723 Recording fee. 

40724 Additional requirements. 
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au part d—encumbrances acalnst Aiaawrr 

I NC.INES, PROPELLERS. APPLIANCES, OR SPARS 

PART* 

--#*• 

407.31 General. 

407 22 Form* of conveyance. 

407.33 Recording fee. 

407.34 Additional requirements. 

Authority : II 407.1 to 407.34 Issued under 
sec. 2C5. 63 Stat. 004. as amended; 40 U. 9. C. 
435. Interpret or apply secs. 501-503, 53 
Stat. 1005, 1000, as amended; 49 U. 8. Cy 
531-623. 

SUBPART A—INTRODUCTION 

5 407.1 Definitions of terms. As used 
In this part: 

(a) “Act” shall mean Civil Aeronau¬ 
tics Act of 1938, as amended. 

<b) ’ Administration'' shall mean Civil 
Aeronautics Administration. 

8 407.2 Use of forms, etc. Forms and 
other documents prescribed in this part 
which contain references to specific units 
of organization alii not be affected by 
any changes In the titles of the units. 
Such forms and documents will continue 
in use until they have been superseded 
or revoked. 

SUBPART B—AIRCRAFT OWNERSHIP 

1 407.11 General. All conveyances 
which affect the title to. or any interest 
Jn. an aircraft registered under the pro¬ 
visions of the act are eligible for recorda¬ 
tion with the Administration. A receipt 
showing recordation of. any document 
evidencing indebtedness will be fur¬ 
nished by the Administration to the 
holder of such a document. 

8 407.12 Forms of conveyance. The 
following forms have been prepared by 
the Administration for use in recording 
conveyances, and will be available upon 
request to the Aircraft Recordation 
Branch of the Administration in Wash¬ 
ington, D. C.: 

(a) ‘’Bill of Sale/' Form ACA-500. 
Part C. Further information concern¬ 
ing Form ACA-5C0 is contained in 
§ 406.14 (c> of this chapter. 

<b> "Release." Form ACA-506. This 
form appears on the back of a letter 
acknowledging receipt of a chattel mort¬ 
gage, and should be in the possession of 
the mortgagee or his assignee, to be used 
when the mortgage is clear. 

<c) "Release Contract of Conditional 
Sale,'* Form ACA-818. This form 
appears on the back of a letter ac¬ 
knowledging receipt of a contract of 
conditional sale, and should be in the 
possession of the seller or his assignee, 
to be used when all conditions of the 
contract have been met. 

<d) "Aircraft Chattel Mortgage." 
Form ACA-905. 

<e) "Aircraft Conditional Sale Con¬ 
tract." F*orm ACA-906. 

(f) “Supplemental Affidavit to Appli¬ 
cation for Registration of all Types of 
Aircraft." Form ACA-909. This form 
*hall be filled in and submitted with the 
“Application for Registration," Form 
ACA-500. Part B, when the aircraft has 
been repossessed pursuant to the provi¬ 
sions of a chattel mortgage or contract 
of conditional sale, and the person re¬ 
possessing desires registration of the 
aircraft in his name. 

• No. 253-4 


8 407.13 Application . A conveyance 
may be recorded by submitting the orig¬ 
inal document or a properly executed 
duplicate of the document to the Air¬ 
craft Records Branch of the Adminis¬ 
tration in Washington, D. C. 

8 407.14 Recording fee. There will be 
no fee other than the $4 registration fee 
for recording a bill of sale. A fee of $4 
will be charged for recording a lien 
covering one aircraft. If more than one 
aircraft is covered by a lien, the fee will 
be $4 for each aircraft covered. Fees 
shall be submitted in the form of a 
check or money order, made payable to 
the Treasurer of the United States. No 
fee will be required for recording a re¬ 
lease, cancellation, discharge, or satis¬ 
faction relating to a lien covering an 
aircraft. 

§ 407.15 Additional requirements. 
Further provisions regarding the re¬ 
cordation of aircraft ownership are con¬ 
tained In Part 503 of this chapter. 

SUBPART C—ENCUMBRANCES AGAINST SPE¬ 
CIFICALLY IDENTIFIED AIRCRAFT ENGINES 

8 407.21 General. All conveyances 
which affect the title to. or any interest 
in. a specifically identified aircraft en¬ 
gine or engines of 750 or more rated 
take-off horsepower for each such engine 
or the equivalent of such horsepower, are 
eligible for recordation with the Admin¬ 
istration. A receipt showing recordation 
of any such conveyance will be furnished 
by the Administration to the holder of 
such documents. 

8 407.22 Forms of conveyance. The 
Administration has not prepared any 
sample forms of conveyance for use in 
taking a security interest in aircraft en¬ 
gines. However, Form ACA-1990 has 
been designed to serve as a receipt for 
recording aircraft engine conveyances. 

8 407.23 Recording fee . A fee of $2 
will be charged for recording a document 
executed for security purposes covering 
one engine. If more than one aircraft 
engine is covered by such document, the 
fee will be $2 for each aircraft engine 
covered. Fees shall be submitted in tho 
form of a check or money order made 
payable to the Treasurer of the United 
States. No fee will be required for re¬ 
cording a release, cancellation, discharge, 
or satisfaction relating to a conveyance 
covering an aircraft engine. 

8 407.24 Additional requirements. 
Further provisions regarding the rec¬ 
ordation of encumbrances against spe¬ 
cifically identified aircraft engines are 
contained in Part 504 of this chapter. 

SUBPART D—ENCUMBRANCES AGAINST AIR¬ 
CRAFT ENGINES, PROPELLERS. APPLIANCES, 

OR SPARE PARTS 

8 407.31 General. Ail conveyances 
affecting title to. or any interest in air¬ 
craft engines, propellers, or appliances 
maintained by or on behalf of an air 
carrier certificated under section 604 <b) 
of the act for installation or use in air¬ 
craft, aircraft engines, or propellers, or 
any spare parts maintained by or on be¬ 
half of such an air carrier, which docu¬ 
ments need only describe generally by 
types, the engines, propellers, appliances, 
and spare parts covered by the docu¬ 


ments, and designate the location or loca¬ 
tions of the engines, etc., will be eligible 
tpr recordation with the Administration. 
A receipt showing recordation of any 
such conveyance will be furnished by the 
Administration to the holder of such a 
document. 

8 407.32 Forms of conveyance. The 
Administration has not prepared any 
sample forms of conveyance for use in 
taking a security interest in aircraft en¬ 
gines, propellers, appliances, or spare 
parts. However. Form ACA-1991 has 
been designated to serve as a receipt for 
recording such a conveyance. 

8 407.33 Recording fee. A fee of $2 
will be charged for recording a document 
executed tor security purposes, covering 
aircraft engines, propellers, appliances, 
or spare parts located in one place, IX 
the property covered by the document is 
located in more than one place, the fee 
will be $2 for each location. Fees shall 
be submitted in the form of a check or 
money order made payable to the Treas¬ 
urer of the United States. No fee will 
be required for recording a release, can¬ 
cellation, discharge, or satisfaction re¬ 
lating to a conveyance covering aircraft 
engines, propellers, appliances, or spare 
parts. 

8 407.34 Additional requirements. 
Further provisions regarding the record¬ 
ation of encumbrances against aircraft 
engines, propellers, appliances, or spare 
parts are contained in Part 505 of this 
chapter. 

This part shall become effective upon 
publication in the Federal Register. 

[seal! Donald W. Nyrof. 

Administrator of Civil Aeronautics. 

IF. R. Doc. 60-12476; Filed. Dec. 29. I960; 

8:46 a. m.| 


Part 408— Enforcement Procedures 

Under sections 205. 609. 901. 903, and 
1002 of the Civil Aeronautics Act of 1938, 
as amended, the Administrator of Civil 
fteronautics is empowered <1> to admin¬ 
ister and enforce provisions of the Act 
and rules, regulations, and certificates 
Issued pursuant to such provisions, and 
(2) to make and amend such general or 
special procedures as he deems necessary 
to exercise and perform such powers 
and duties. 

Acting pursuant to the foregoing au¬ 
thority. and in accordance with section 
3 of the Administrative Procedure Act. 
I hereby adopt Part 408 of this chapter, 
to read: 

6UBPART A—INTRODl . . iON 

See. 

408.1 Definitions of terms. 

SUBPART R—PROCESSES USED IN ENfX)“ T Eli'NT 

408.11 Report channels. 

■UUPART O—-ACTIONS TAKEN IN ENFORCEMENT 

408.21 Records. 

408.22 Reprimands. 

408.23 Civil penalties. 

408 24 Seizures of aircraft. 

408 25 Emergency suspensions. 

408.26 Complaints. 

40827 Military actions. 

40828 Criminal penalties. 
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Authority : ft 406.1 to 408.28 issued under 
see 205. 52 Stat 084. as amended; 40 U. 8. O. 
425. Interpret or apply sect. 609. 001. 003. 
1002. 62 6tat. 1011. 1016. 1017. 1018. as 
amended: 49 U. S, C. 559. 621. 623. 642. 

SUBPART A—introductio:i 

ft 408.1 Definitions of terms . As used 
In this part: 

(a) "Act” shall mean Civil Aeronautics 
Act of 1938. as amended. 

(b» "Administration" shall mean Civil 
Aeronautics Administration. 

(c> "Administrator” shall mean Ad¬ 
ministrator of Civil Aeronautics. 

<d> "Board” shall mean Civil Aero¬ 
nautics Board. 

SUBPART B—PROCESSES USED IN 
ENFORCEMENT 

5 408.11 Report channels. Apparent 
violations of the act or regulations issued 
thereunder should be reported by any 
person having knowledge of such viola¬ 
tions. to a representative of the Admin¬ 
istration assigned to one of its regional 
or district offices. A report of apparent 
violations will be investigated by an ap¬ 
propriate representative of the Adminis¬ 
tration. and the results of such investi¬ 
gation will constitute the basis for 
determining appropriate action to be 
taken by the Administration. 

SUBPART C—ACTIONS TAKEN IN 
ENFORCEMENT 

5 408.21 Records. A report of viola¬ 
tions may be filed for record if it appears 
after investigation by the Administration 
that the apparent violations were inad¬ 
vertently committed, were of an Insig¬ 
nificant nature, and/or will not be 
repeated by the alleged violator. 

5 408 22 Reprimands. A letter may 
be sent to the alleged violator reprimand¬ 
ing him for minor violations he is re¬ 
ported to have committed, and pointing 
out to him that the report will be con¬ 
sidered in determining the appropriate 
action to be taken regarding any future 
violations reported against him. 

5 408.23 Civil penalties. Under sec¬ 
tion 901 of the act. any person who vio¬ 
lates any provisions of Titles V. VI. or Vrl 
of the act, or section 11 (a) Cl) of the 
Air Commerce Act of 1928, as amended, 
shall be subject to a civil penalty, and 
such penalty generally may be compro¬ 
mised by the Administrator. In the 
event imposition of a civil penalty is con¬ 
templated by the Administrator, and it 
is considered advisable to compromise 
the amount of such penalty, the Regional 
Attorney serving the Region of the Ad¬ 
ministration in which the violations are 
believed to have occurred, or the Gen¬ 
eral Counsel of the Administration if a 
scheduled air carrier is involved, will 
send a letter to the alleged violator, ad¬ 
vising what statutes and regulations/ 
seem to have been violated, and affording 
an opportunity to compromise the civil 
penalties resulting from the apparent 
violations. The alleged violator may 
submit to the official signing the notice 


of civil penalty, cither orally or in unit¬ 
ing, any material or information In 
answer to or tending to explain, mitigate, 
or extenuate the apparent violation. 
Any material or information thus sub¬ 
mitted will be considered in making final 
determination of the amount for which 
the civil penalties will be compromised. 
If an offer is tendered to compromise the 
penalties for a specific amount, and a 
certified check or money order in that 
amount, made payable to the Treasurer 
of the United States, Is attached, the 
offer will be submitted to the Admin¬ 
istrator with a recommendation regard¬ 
ing its acceptance. The Administra¬ 
tor in any case, or a Deputy Adminis¬ 
trator in any case except one involving 
a scheduled air carrier, will accept or re¬ 
fuse the offer of compromise. If the 
offer of compromise is accepted, the 
alleged violator will be notified by a let¬ 
ter of its acceptance, and that such ac¬ 
ceptance constitutes full settlement of 
any civil penalties due under the statutes 
and regulations by reason of the appar¬ 
ent vlolatlofls. If a compromise settle¬ 
ment of the civil penalties cannot be 
effected, the Administration will. In an 
appropriate case, instigate the filing of 
a civil complaint in the United States 
DLstrict Court, pursuant to section 903 
of the act, for the purpose of obtaining 
Judicial determination of the civil penal¬ 
ties due. 

( 408.24 Seizures of aircraft—(a) Au¬ 
thority to seize aircraft. Whenever an 
aircraft is involved in a violation of any 
provision of Titles V and VI of the Civil 
Aeronautics Act of 1938. as amended, or 
of section 11 <a> (1) of the Air Com¬ 
merce Act of 1926. as amended, or of 
any rule or regulation issued pursuant 
thereto, and the violation is committed 
by the owner or person in command of 
the aircraft, such aircraft may be sum¬ 
marily seized by any state or Federal law 
enforcement officer or Federal aviation 
safety agent authorized in an order of 
seizure Issued by the Regional Adminis¬ 
trator of the region in which the aircraft 
is located. 

(b) Custody of seized aircraft. When¬ 
ever an aircraft has been seized pursuant 
to this section, it will be placed in the 
nearest available adequate public storage 
facility in the judicial district In which 
the seizure is made. 

(c> Notice of seizure. Whenever an 
aircraft has been seized pursuant to this 
section, a written notice and a copy of 
this section will be sent without delay 
by the Regional Administrator to the 
registered owner of. and to other persons 
having a recorded interest in, the air¬ 
craft. The written notice will state: 

(1) The time, date, and place of 
seizure: 

(2) The name and address of the cus¬ 
todian of the aircraft; 

<3> The reasons for the seizure, in¬ 
cluding the violations believed, or judi¬ 
cially determined, to have been 
committed; and 

(4) The amount which may be ten¬ 
dered: 


(1) As an offer in compromise of any 
civil penalties which might have been 
Incurred as a result of the alleged vio¬ 
lation, or 

<li> As payment of civil penalties 
which have been imposed by a Federal 
court as a result of the established 
violations. 

(d> Report of seizure. Whenever an 
aircraft has been seized pursuant to this 
section, a report of the cause will be 
transmitted immediately by the Re¬ 
gional Administrator to the United 
States Attorney for the Judicial district 
in w r hich the seizure is made, requesting 
the United States Attorney to institute 
proceedings for the enforcement of the 
lien. 

<e> Release of seized aircraft. When¬ 
ever an aircrqjl has been seized pursu¬ 
ant to this section, it will be released by 
direction. of the Regional Administra¬ 
tor under any one of the following 
conditions: 

«1> Upon payment of the civil pen¬ 
alty or the amount agreed upon In com¬ 
promise, and the costs incurred in 
connection with the seizure, storage, 
and maintenance of the aircraft; 

(2) Upon seizure of the aircraft pur¬ 
suant to process of a Federal court in 
proceedings in rem for enforcement of a 
lien against the aircraft, or notification 
by the United States Attorney of failure 
to institute such proceedings: or 

<3> Upon deposit of a bond in such 
amount and with such sureties as the 
Regional Administrator may prescribe, 
conditioned upon payment of the pen¬ 
alty or the amount agreed upon tn com¬ 
promise, and the costs incurred in 
connection with the seizure, storage, and 
maintenance of the aircraft. 

5 408 25 Emergency suspensions . 
Under section 609 of the act. in cases of 
emergency a type certificate, production 
certificate, airworthiness certificate, air¬ 
man certificate, air carrier operating cer¬ 
tificate. air navigation facility certifi¬ 
cate, or air agency certificate may be 
suspended, in whole or in part, for a 
period not in excess of 30 days, without 
regard to any requirement as to notice 
and hearing; the Administration shall 
immediately give notice of such suspen¬ 
sion to the holder of such certificate, and 
shall enter upon a hearing which shall 
be disposed of as speedily as possible; and 
during the pendency of the proceeding 
the Administration may further suspend 
such certificate, in whole or in part, for 
an additional period not in excess of 
30 days. In the event the condition or 
conduct of a certificate holder is such as 
to indicate immediate danger of injury 
to a person or damage to property, and 
the immediate suspension of the certifi¬ 
cate might reasonably be expected to 
avert such injury or damage, an emer¬ 
gency will he deemed to exist within the 
meaning of section 609. Under such cir¬ 
cumstances. any employee of the Admin¬ 
istration charged with the duty of exam¬ 
ining a certificate holder or enforcing 
aeronautical statutes and regulations. 
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may suspend for a period not to exceed 
30 days, any of the foregoing certificates 
issued by the Administration other than 
an air carrier operating certificate, 
which may be suspended in an emer¬ 
gency only by the Administrator. Any 
such employee of the Administration 
making an emerg Acy suspension will, if 
practicable, notify orally the party or 
parties involved, that an emergency sus¬ 
pension of the certificate has been made 
pursuant to the authority of section 609, 
and will, within a reasonable time there¬ 
after, confirm such notification In writ¬ 
ing. Formal proceedings will be insti¬ 
tuted immediately, during the pendency 
of which the Administrator, a Deputy 
Administrator, or the Regional Adminis¬ 
trator serving the region in which the 
condition is likely to exist or conduct is 
likely to occur, may further suspend such 
certificate, in whole or in part, for an 
additional period not in excess of 30 
days. 

§ 408.26 Complaints . Under section 
1002 of the act. the Administration may 
file with the Board a complaint in writ¬ 
ing, with respect to anything done or 
omitted to be done by any person In 
contravention of any provision of the act 
or any requirement established pursuant 
to the act. Under section 609 of the act, 
the Board may suspend, in whole or in 
part, any type certificate, production cer¬ 
tificate, airworthiness certificate, airman 
certificate, air carrier operating certifi¬ 
cate. air navigation facility certificate, or 
air agency certificate issued by the Ad¬ 
ministration, if the Interest of the public 
so requires, or it may revoke, in whole or 
in part, any such certificate for any cause 
which at the time of revo6ation would 
justify the Administration in refusing to 
issue to the holder of such certificate a 
like certificate. After such a complaint 
has been filed, the Board will determine 
administratively whether a certificate 
issued by the Administration to the 
alleged violator shall be suspended or 
revoked. When such a procedure is 
used, the complaint will be prepared by 
the Regional Attorney of the Adminis¬ 
tration serving the area In which the 
violations are alleged to have been com¬ 
mitted, or by the General Counsel of the 
Administration in the event a scheduled 
air carrier Is involved, and filed with the 
Docket Section of the Board. Proceed¬ 
ings will be conducted in accordance with 
Part 301 of this title. 

! 408.27 Military actions . Where a 
report reveals that violations involving 
an aircraft of one of the United States 
armed forces have been committed, 
copies of the report will be forwarded by 
the Ad m i n istration to the appropriate 
military authorities in order that they 
may take such disciplinary actions as 
they consider appropriate. 

4 408.28 Criminal penalties. Under 
section 902 of the act, any person who 
knowingly and willfully violates any pro¬ 
vision of the act (except Titles V. VI. and 
Vn> or any order, rule, or regulation 
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Issued under any such provision, for 
which no penalty is otherwise provided 
In the act. shall be deemed guilty of a 
misdemeanor and upon conviction 
thereof shall be subject to a fine. Under 
section 902, any person who knowingly 
and willfully forges, counterfeits, alters, 
or falsely makes any certificate author¬ 
ized to be Issued under the act, or know¬ 
ingly uses or atlemptsto use any such 
fraudulent certlficawshall be deemed 
guilty of a misdemeanor and upon con¬ 
viction thereof shall be subject to a fine 
and or imprisonment. Under section 
902, any person who. with Intent to inter¬ 
fere with air navigation within the 
United States, exhibits within the United 
States any light or signal in such place 
or In such manner that it is likely to be 
mistaken for a true light or signal estab¬ 
lished pursuant to the act, or for a true 
light or signal in connection with an 
airport or other air navigation facility; 
or after due warning by the Administra¬ 
tor continues to maintain any misleading 
light or signal; or knowingly removes, 
extinguishes, or interferes with the op¬ 
eration of. any such true light or signal 
shall bo subject to a fine and/or impris¬ 
onment, If it appears from a report re¬ 
ceived by the Administration that any 
of these offenses has been committed, 
the Administration will, in an appropri¬ 
ate case, send the report to the Depart¬ 
ment of Justice for criminal prosecu¬ 
tion of the person who committed the 
offense. 

This part shall become effective upon 
publication in the Federal Recister. 

f seal] Donald W. Nyrop, 

Administrator of Civil Aeronautics. 

IF. H. Doc. 50-12477; Filed, Dec. 29, 1950; 

8:46 ». jn-] 


[Arndt. 38] 

Part 600—Designation of Civil Airways 

CIVIL AIRWAY ALTERATION 

The civil airway alteration appearing 
hereinafter has been coordinated with 
the civil operators involved, the Army, 
the Navy, and the Air Force, through 
the Ail* Coordinating Committee. Air¬ 
space Subcommittee, and Is adopted 
when indicated in order to promote 
safety of the flying public. Compliance 
with the notice, procedures, and effec¬ 
tive date provisions of section 4 of the 
Administrative Procedure Act would be 
Impracticable and contrary to public in¬ 
terest. and therefore is not required. 
Part 600 is amended as follows; 

1. 8ection 600.101 Amber civil airway 
No. 1 (United States-Mexican Border to 
Nome, Alaska) is amended after “Toledo, 
Wash., radio range station" by adding 
the following: "excluding the Fort Lewis, 
Wash., danger area;". 

(See. 205. 52 Stat. 964, U amended: 49 
U. 8. C. 425. Interpret* or applies sec. 302, 
62 Stat. 985. aa amended; 49 U. S. C. 452) 
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This amendment shall become effec¬ 
tive 0001, e. s. t., January 1. 1951. 

[seal] Donald W. Nyrop, 

Administrator of Civil Aeronautics. 

|P. R Doc. 50-12472; Filed. Dec. 29. 19C0; 
8:45 a. m.) 


[Arndt. 41] 

Part 601 — Designation of Control 

Areas. Control Zones, and Reportiho 

Points 

MISCELLANEOUS AMENDMENTS 

The control area and reporting point 
alterations appearing hereinafter have 
been coordinated with the civil operators 
involved, the Army, the Navy and the Air 
Force, through* the Air Coordinating 
Committee. Airspace Subcommittee, and 
are adopted when indicated in order to 
promote safety of the flying public. 
Compliance with the notice, procedures, 
and effective date provisions of section 4 
of the Administrative Procedure Act 
would be impracticable and contrary to 
public interest, and therefore is not re¬ 
quired. Part 601 is amended as follows: 

1. Section 601.1075 Control area ex¬ 
tension. Baltimore, Afd., is revoked. 

2. Section 601.1129 is amended to 
read: 

§ 601.1129 Control area extension 
( Washington , D. C.>. All that area 
within a 40 mile radius of the Washing¬ 
ton Notional Airport, excluding that por¬ 
tion northeast of the airport bounded 
on the west by the eastern boundary of 
Red civil airways Nos. 29 and 45 and on 
the south by the northern boundary of 
Green civil airway No. 5 and excluding 
the. Washington Airspace Reservation 
and all danger areas. 

3. ^SecUon 601.4013 Green civil airway 
No. 3 (San Francisco, Calif ., to New York, 
N. Y.) is amended by adding the follow¬ 
ing compulsory reporting point after 
•‘Allentown. Pa., radio range station;": 
"the intersection of the east course of 
the Allentown, Pa., radio range and the 
southwest course of the Newark, N. J., 
radio range;" 

4. Section 601.4223 Red civil airway 
No. 23 <United States-Canadian Border 
to New York, N.Y .> Is amended by delet¬ 
ing compulsory reporting point "the in¬ 
tersection of the southwest course of the 
Poughkeepsie. N. Y., radio range and the 
northwest course of the New York (La 
Guardia), N. Y.. radio range" and add¬ 
ing the following compulsory reporting 
point in lieu thereof: "the Paterson, 
N. J.. non-directional radio beacon." 

(Sec. 205. 52 8Ut, 984. as amended; 49 V 8. C. 
425. Interpret* or applies tec. 601, 52 Stat. 
1007, as amended: 49 U. S. C. 651) 

This amendment shall become effec¬ 
tive 0001 c. s. t. January 1,1951. 

fsKAL) Donald W. Nyrop, 

Administrator of Civil Aeronautics . 

|F. R. Doc. 50-12471: Filed, Dec. 29, 1050; 

0:45 a. m) 
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TITLE 21—FOOD AND DRUGS 

Chapter I—Food and Drug Adminis¬ 
tration, Federal Security Agency 

Part 141— Tests and Methods of Assay 
for Antibiotic and Antibiotic-Con¬ 
taining Drugs 

Part 146—Certification or Batches or 
Antibiotic and Antibiotic-Contaxnino 
Drugs 

RECAPITULATION AND REPUBUCAT10N OF 

regulations 

The following Is a recapitulation and 
republication of the regulations con¬ 
tained in Parts 141 and 146. This re¬ 
capitulation includes all amendments 
through December 12, 1956 (15 F. R, 
89C5 •. It contains no new material 

I seal) Oscar R. Ewing. 

Administrator . 

Part 141 —Tests and Methods or Assay 
for Antibiotic and Antibiotic-Con¬ 
taining Drugs 
Sec. 

141.1 Sodium penicillin, calcium penicil¬ 

lin. pota&alum penicillin; potency. 

141.2 8odtum penicillin, calcium penicil¬ 

lin. pot&a&lum penicillin; steril¬ 
ity. 

1413 Sodium penicillin, calcium peni¬ 

cillin, potassium penlclUln; pyro¬ 
gens. 

141.4 Sodium penlclUln. calcium penicil¬ 

lin. pot asylum penlclUln; toxicity. 

141.5 Sodium penicillin, calcium penl. 

clllln. potassium penicillin (mois¬ 
ture. pH. microscopical test for 
crystallinity of sodium penicillin 
and potassium penlclUln, heat sta- 
blllty, crystalline penicillin O. 
penicillin K content, penicillin O 
content of crystalline penicillin O. 
penicillin O content). 

141.6 Sodium penicillin, calcium penicil¬ 

lin. potassium penicillin; 'pcnl- 
cUUn X. 

141.7 Penicillin in oil and wax. 

1413 PenlclUln ointment. 

141.9 Penicillin tablets. 

141.11 PenlclUln with aluminum hydrox¬ 

ide gel. 

141.12 Penicillin troches. 

14113 PenlcUUn dental cones. 

141.14 PenlcUUn with vasoconstrictor. 

141.15 Penicillin for surface application. 

141.16 Tablets aluminum penicillin. 

141.17 Penicillin sulfonamide powder. 

141.18 Penicillin vaginal suppositories. 

141.19 Buffered crystalline penlclUln. 

141.20 Capsules buffered penlclUln with 

pectin hydrolysate, 

141 22 PenlcUUn bougies. 

141.23 Crystalline penicillin and epineph¬ 
rine In oil. 

14134 Aluminum penicillin. 

14135 Aluminum penicillin In oU. 

14136 Procaine penicillin. 

14137 Procaine penlcUlln In oU. 

14138 Crystalline penicillin for Inhalation 

therapy. 

141.29 Procaine penlclUln for aqueous in¬ 

jection. 

141.30 Ephedrlne penicillin. 

141.31 Ephcdrlno penicillin tablets. 

141.32 Procaine penicillin and buffered 

crystalline penicillin for aqueous 
Injection. 

141.33 Buffered penlclUln powder. 

141.34 Procaine penicillin and crystalUne 

penlclUln in oU. 

141.35 PenlcUUn - streptomycin ointment. 

penicillin - dihydrostreptomycln 
ointment. 

14136 Penicillin-streptomycin bougies, 
penlclUln • dlhydroatrcptomycln 
bougies. 


Sec. 

14137 Penicillin-bacitracin ointment. 

141.38 Procaine penlcUUn and streptomy¬ 

cin In oil, procaine penlclUln and 
dlhydrostrcptomycln In olL 

141.39 PenlclUln and streptomycin; penl¬ 

cUUn and dlhydrostreptomycln. 

141.40 PenlclUln tooth powder. 

141.101 Streptomycin sulphate, streptomy¬ 

cin hydrochloride, streptomycin 
phosphate, streptomycin trlhy- 
drocltjpide calcium chloride; 
potency. 

141.102 Streptomycin sulphate, streptomy¬ 

cin hydrochloride, streptomycin 
phosphate, streptomycin trihy- 
drochlorlde calcium chloride; 
sterility. 

141.103 Streptomycin sulphate, streptomy¬ 

cin hydrochloride, streptomycin 
phosphate, streptomycin in hy¬ 
drochloride calcium chloride; 

toxicity. 

141.104 8treptomydn sulphate, streptomy¬ 

cin hydrochloride, streptomycin 
phosphate, streptomycin trlhy- 
drochlorlde calcium chloride; 

pyrogens. 

141.105 Streptomycin sulphate, streptomy¬ 

cin hydrochloride, streptomycin 
phosphate, streptomycin trlhy- 
drochlorlde calcium chloride; 

histamine. 

141.106 Streptomycin sulphate, streptomy¬ 

cin hydrochloride, streptomycin 
phosphate, streptomycin trihy dro¬ 
chlorlde calcium chloride (mois¬ 
ture; pH). 

141.107 Streptomycin ointment, dlbydro- 

streptomycln ointment. 

141.108 Dlhydrostreptomycln sulfate, crys¬ 

talline dlhydrostreptomycln sul¬ 
fate, dlhydrostreptomycln hydro¬ 
chloride. 

141.109 Streptomycin tablets, dlhydrostrep- 

tomyctn tablets. 

141.110 Streptomycin for topical use. 

141.111 Streptomycin sulfate solution, dl¬ 

hydrostreptomycln sulfate solu¬ 
tion. crystaUlne dlhydrostrepto¬ 
mycln ruifate solution. 

141.112 Streptomycin-polymyxin-bacitracin 

tablets. 

141.113 Streptomycin syrup. 

141.301 Aureomycln hydrochloride. 

141.202 Aureomycln ointment. 

141303 Aureomycln troches. 

141.204 Aureomydn capsules. 

141305 Aureomycln powder. 

141.206 Aureomydn ophthalmic. 

141.207 Aureomycln tablets. 

141.208 Aureomydn otic. 

141309 Au-eomycln dental cones. 

141310 Aureomycln dental paste. 

141301 Chloramphenicol. 

141303 Chloramphenicol capsules. 

141.401 Bacitracin. 

141402 Bacitradn ointment. 

141.403 Bacitradn tablets. 

141.404 Bacitradn troches. 

141.405 Bacitracin with vasoconstrictor. 

141.406 Bacitracin—tyrothrlcIn troches. 

Authoxitt: || 141.1 to 141.406 Issued un¬ 
der sec. 701. 53 Stat. 1055; 21 U. & C. 371. 
Interpret or apply sec. 607. 59 Stat. 463. as 
amended; 21 U. 8 C. 357. 

S 141.1 Sodium penicillin » calcium 
penicillin , potassium penlcUUn ; po- 
tcncy —(a) Cylinders (cups). Use stain¬ 
less steel cylinders with an outside diam¬ 
eter of 8 mm. (±0.1 mm.), an inside 
diameter of 6 mm. (±0.1 mm.), and a 
length of 10 mm. (±0.1 mm.). 

(b) Culture media. Use ingredients 
that conform to the standards prescribed 
by the U. S. P. or N. P. (1) Make nutri¬ 
ent agar for the seed layer and for carry¬ 
ing the test organism as follows: 


Peptone____ 6 0 gm. 

Pancreatic digest of casein...... 4,0 gm. 

Yeast extract____ 8.0 gm. 

Beef extract_—___13 gm. 

Glucose___.......... 1.0 qm. 

Agar_____15 0 gm. 

Distilled water, q. s__ 1,000.0 q 


pH 6.5 to 6.6 after stylization. 

<2) Make nutrient agar for the base 
layer as follows: 


Peptone___6.0 gm. 

Yeast extract__ 3.0 gm. 

Beef extract..____13 gm. 

Agar..150 gm. 

Distilled water, q. s__ 1,000.0 ml. 


pH 6 5 to 6 6 after sterilization. 


<E) Make nutrient broth, for prepar¬ 
ing an Inoculum of the test organism, as 
follows; 


Peptone_—— 6.0 gm. 

Yeast extract_—-13 gm. 

Beef extract__ - 13 gm. 

Sodium chloride-— 33 gm. 

Glucose_ ... 1.0 gm. 

Dipotassium phosphate..._— 3.68 gm. 

Potaaaium dihydrogen phos¬ 
phate ....................... 132 gm 

Distilled water, q. ■__ 1,000 0 ml. 

pH 7.0 after sterilization. 

In lieu of preparing the media from 
the individual ingredients specified in 
paragraphs (b) (1), (2), and (3) of this 
section, they may be made from a de¬ 
hydrated mixture which, when recon¬ 
stituted with distilled water, has the 
same composition as such media. Minor 
modification of the Individual Ingredi¬ 
ents specified in paragraphs (b> (1), 
(2). and (3) of this section are per¬ 
missible if the resulting media possess 
growth promoting properties at least 
equal to the media described. 

(c) Working standard. Keep the 
working standard (obtained from the 
Food and Drug Administration) at room 
temperature in tightly stoppered vials, 
which in turn are kept in larger stop¬ 
pered tubes containing a suitable desic¬ 
cant. Weigh out carefully in an atmos¬ 
phere of 50 percent relative humidity or 
less between 4 and 5 mg. of the working 
standard and dilute with sterile l per¬ 
cent phosphate buffer (pH 6.0) to make 
a stock solutloivof any convenient con¬ 
centration. Keep this solution at a 
temperature of about 10* C., and use for 
one d^y only. From this stock solution 
make ‘appropriate working dilutions. 

(d) Preparation of sample. Dissolve 
aseptically, in sterile distilled water, the 
sample to be tested to make an appro¬ 
priate stock solution. 

(e) Preparation of plates . Add 21 ml. 
of agar to each Petri dish (20 x 100 mm.). 
Distribute the agar evenly in the plates 
and allow it to harden. Use the plates 
the same day they are prepared. The 
test organism is Staphylococcus aureus 
<F. D. A. 209-P or 9144) American Type 
Culture Collection. Maintain the test 
organism on agar slants and transfer 
to a fresh agar slant about once a week. 
Prepare an inoculum for the plates by 
transferring the culture from the agar 
slant into broth and Incubate at 32 3 C.~ 
35* C. From 16 to 24 hours thereafter 
add 2.0 ml. of this broth culture to each 
100 ml. of agar which has been melted 
and cooled to 48* C. Mix the culture and 
agar thoroughly and add 4 mi. to each 
of the plates containing the 21 ml. of the 
uninoculated agar. Tilt the plates back 
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and forth to spread the Inoculated agar 
evenly over the surface. Porcela In covers 
gbsed on the outside are used. Place 
four cylinders on the agar surface so that 
they are at approximately 90* intervals 
on a 2.8 cm. radius. In so placing the 
cylinders drop them from a height of % 
Inch, using a mechanical guide or device. 
A suspension of the test organism may be 
used in place of the broth culture de¬ 
scribed above in preparing the inoculum 
for the seeding of plates. Prepare such 
suspension as follows: Wash the organ¬ 
isms from an agar slant which has been 
Incubated for 24 hours at 32* C-35* C. 
and stored for 24 hours at room tempera¬ 
ture with 2.0 ml. of sterile physiological 
saline onto a large agar surface such as 
that provided by a Roux bottle contain¬ 
ing 300 ml. of agar. Spread the suspen¬ 
sion of organisms over the entire agar 
surface with the aid of sterile glass 
beads. Incubate 24 hours at 32* C.-35* 
C. and store for 24 hours at room tem¬ 
perature. Wash the resulting growth 
from the agar surface with about 50 mL 
of sterile physiological saline. Stand¬ 
ardize this suspension by determining 
the dilution which will permit 20 percent 
light transmission through & filter at 
6500 Angstrom units in a photoelectric 
colorimeter. Add 1.5 to 2.0 ml. of this 
resulting dilution to each 100 ml. of agar 
which has been melted and cooled to 48* 
C. to prepare the inoculum for the plates. 
The suspension may be used for one 
week. 

(f> Assay. Use four plates for each 
sample. Fill one cylinder on each plate 
with a 1.0 unit per ml. dilution, and one 
with a 0.25 unit per ml. dilution, of the 
working standard. Add the estimated 
dilutions of 1.0 unit per mL and 0.25 
unit per mL of the sample under test 
to the remaining two cylinders on each 
plate. Carefully place the plates In 
racks and incubate 16 to 18 hours at 
32* C.-35" C. After Incubation measure 
the diameter of each circle of Inhibition 
to the nearest 0.5 mm. using a colony 
counter with a mm. scale etched Into 
the supporting glass over the light 
source. Other measuring devices of 
equal accuracy may be used. 

<g) Estimation of potency and error. 
(i> Use the accompanying chart (Chart 
1) and nomograph (Chart 2) for esti¬ 
mating the potency and its error. To 
use the chart for estimating potency 
two values, namely. V and W. are re¬ 
quired. For each plate calculate two 
values 

and 

where s » and $i are the diameters of the 
zones of inhibition in mm. of the 10 
unit and 0 25 unit dilutions of the stand¬ 
ard. respectively, and a* and Ut refer 
similarly to the corresponding dilutions 
of the sample under test. The value V 
is the sum of the v values for all plates 
and W is the sum of the w values for 
all plates. To estimate the potency lo¬ 
cate the point on the chart correspond¬ 
ing to the values of V and W. and the 
potency can be read from the radial 
lines on the chart. 

<2) The error of the assay is estimated 
by using the nomograph which requires 
five vc T u rt *. namely, the potency. V. W, 
Xv, and Rw. Rv (the range of the i/&) Is 


the highest value of t> minus the lowest 
value of v obtained from the Individual 
plates. Similarly. Rw is the difference 
between the highest and lowest w values. 
After obtaining these five values, connect 
with a straightedge the points corre¬ 
sponding to v and w on the respective 
scales on the right side of the nomograph. 
Mark with a pin or sharp-pointed pencil 
the intersection of the straightedge and 
the diagonal line of the nomograph. 
Move the straightedge so that it connect* 
the value of Rw on its scale and the di¬ 
agonal line at the point of the pin. The 
value for Q is thus determined by the 
scale value where the straightedge 
crosses the line labeled * 4 Q”. T is ob¬ 
tained by adding the squares of Q and 
Rv. On the left side of the chart con¬ 
nect the values of T and W with the 
straightedge and read the value of the 
ratio (error of assay-potency) where the 
straightedge Intersects the scale of values 
for the ratio. This value multiplied by 
the potency equals the percentage error 
of the assay. The error of the assay cal¬ 
culated here estimates only how closely 
one assoylst can check himself on any 
given set of dilutions of unknown and 
standard. It does not include any errors 
of weighing or errors due to variations 
In materials or subdivisions of a lot of 
penicillin. 

The chart for determining potency 
should not be used for determinations 
of potency lower than 50 percent or 
higher than 150 percent of fhe standard. 
If the potency lies outside these limits, 
the assay should be repeated using a 
higher or lower dilution. The radial 
lines on the chart beyond these limits 
permit a rough estimation of potency 
from as low as 5 percent to as high as 

I. 000 percent when low values of W are 
found. If the value of V or W falls out¬ 
side the limits of the chart, divide both 
V and W by the same proper number 
to bring them Into the range of the 
chart and read the potency from the 
radial lines as before. If 11.4 Rw is 
greater than VP. the slope of the assay 
does not differ significantly from zero 
and the assay is Invalid. (The figure 

II. 4 was obtained by use of Student's 

test for determining the significance 
of a slope.) 

In certain laboratories it has been 
noted that with the 4 to 1 ratio, in¬ 
volving concentrations of 025 unit for 
the low dose, the gone of inhibition given 
by this dose may cither be too small for 
accurate reading or have edges which 
are poorly defined. In order to permit 
the use of a higher concentration of 
penicillin for the low dose the third of 
the attached charts (Chart 3) may be 
used in assays in which the ratio of 
doses is 2 to 1, L e.. the high dose (stf > 
is twice the low dose (sL>. As in the 
preceding chart (Chart 1). if the potency 
lies outside the limits of 50 percent to 150 
percent the assay should be repeated, 
using a lower or higher dilution. The 
potencies beyond these limits are to be 
used for rough estimation purposes only. 
These extensions can also be used for 
four (or more) plate assays if both V and 
W are divided by the same proper num¬ 
ber to bring them into the range of the 
chart. The error of the assay using the 
ratio of doses 2 to 1 Is estimated by using 


the nomograph (Chart 2) In the same 
manner as described for the 4 to 1 ratio 
of doses. However, the resultant error of 
the assay derived in this manner must 
be divided by 2 to give the correct error 
of the assay for the 2 to 1 ratio of doses. 

<h) Standard curve technique. The 
potency of a sample may also be deter¬ 
mined by the standard curve technique 
using a single dose of standard and un¬ 
known. 

Dilute the sample to be tested to 1.0 
unit per mi. (estimated) in 1 percent 
phosphate buffer pH 6 0. Place six cyl¬ 
inders on the inoculated agar surface so 
that they are at approximately 60* inter¬ 
valsbn a 2.8 cm. radius. Use three plates 
for each sample. PU13 cylinders on each 
plate with the 1.0 unit/ml. standard and 
3 cylinders with the 1.0 unit/ml. (esti¬ 
mated) sample, alternating standard and 
sample. Incubate the plates for 16 to 18 
hours at 32* C.-35* C. and measure the 
diameter of each circle of inhibition. At 
the same time prepare a standard curve 
using concentrations of the standard of 
0.6. 0.7. 0.8. 0.9. 10. 11. 1.2, 1.3. 1.4. and 
1.5 unlts/mL in sterile 1 percent phos¬ 
phate buffer pH 6 0. Use three plates for 
the determination of each point on the 
curve, a total of 27 plates. On each of 
three plates fill 3 cylinders with the 1.0 
unit/ml. standard and the other 3 cylin¬ 
ders with the concentration under test. 
Thus there will be 81 one-unit determi¬ 
nations and 9 determinations for each of 
the other points on the curve. After 
the plates have Incubated read the diam¬ 
eters of the circles of Inhibition. Aver¬ 
age the readings of 1.0 unit/ml. concen¬ 
tration and the readings of the point 
tested for each set of 3 plates and aver¬ 
age also all 81 readings of the 1.0 unit/ml. 
concentration. The average of the 81 
readings of the 1.0 unit/ml. concentra¬ 
tion is the correction point for the curve. 
Correct the average value obtained for 
each point to the figure it would be If 
the 1.0 unlt/ml. reading for that set of 
three plates were the same as the cor¬ 
rection point. Thus, if in correcting 
the 0.8 unit concentration, the average 
of the 81 readings of the 1.0 unit con¬ 
centration Is 20.0 mm., and the average 
of the 1.0 unit concentration of this set 
of 3 plates Is 19.8 mm., the correction 
is 0.2 mm. If the average reading of the 
0.8 unit concentration of these san»# 3 
plates is 19.0 mm. the corrected value is 
then 19.2 mm. Plot these corrected 
values including the average of the 1.0 
unlt/ml. concentration on 2-cycle semi- 
log paper using the concentration In 
units per mL as the ordinate (the loga¬ 
rithmic scale) and the diameter of the 
zone of inhibition as the abscissa. Draw 
the standard curve through these points. 
The 10 points selected to determine the 
curve arc arbitrary and should be so 
chosen that the limits of the curve will 
fill the needs of the laboratory. However, 
the potency of the sample under te3t 
should fall in the interval of from 60 per¬ 
cent to 150 percent of the correction 
point of the standard curve. 

To estimate the potency of the sample 
average the zone readings of the stand¬ 
ard and the zone readings of the sample 
on the three plates used. If the sample 
gives a larger average zone size than the 
average of the standard, add the differ¬ 
ence between them to the 1.0 unit zone 
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on the standard curve. If the average 
sample value Is lower than the standard 
value, subtract the difference between 
them from the 1.0 unit value on the 
curve. Prom the curve read the po¬ 
tencies corresponding to these corrected 
values of zone sizes. 


RULES AND REGULATIONS 

(1) Potency . The potency of sodium 
penicillin, calcium penicillin, and potas¬ 
sium penicillin Is satisfactory when as¬ 
sayed by the methods described In this 
section If the Immediate containers are 
represented to contain: 

£RUfSJ-(U+SJ]* w 


(1) 200.000 units or less and contain 
85 percent or more of the number of 
units so represented; 

(2) More than 200.000 units and con¬ 
tain 00 percent or more of the units so 
represented. 
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Penicillin Assay 

Nomogrophs for estimoting Error of Assoy 
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$ 141.2 Sodium penicillin, calcium 
penicillin , potassium penicillin ; steril¬ 
ity —(a) Culture medium . Use U. 8. P. 
fluid thioglycolate medium I or a de¬ 
hydrated mixture which, when recon¬ 
stituted with distilled water, has the 
same composition as such medium and 
has growth-promoting, buffering, and 
o x y g e n-tension-controllin/properties 
equal to or better than those of such 
medium. 

In the preparation of the medium* 
from either the individual Ingredients 
or any dehydrated mixture, avoid con¬ 
tamination with calcium. 

(b) Conduct of test. Dissolve the 
sample to be tested in sterile distilled 
water so that each milliliter contains not 
less than 10.000 and not more than 40,- 
000 units. Transfer aseptically 1.0 ml. 
to each of four tubes containing 15 ml. 
of thioglycolate medium, to which has 
been added sufficient penicillinase to in¬ 
activate at least 50,000 units of pen¬ 
icillin. Let stand at room temperature 
for not less than 2 hours, shaking the 
tubes Vs-hour intervals. Inoculate 
one of these tubes with 1.0 ml. of 1:1000 
dilution of an 18-24-hour broth culture 
of M. pyogenes var. aureus <P. C. I.-209P 
and American Type Culture Collection 
6538P) and incubate all four lubes for 
4 days at 32* C.-35 0 C. The inoculated 
tube should show growth at the end of 4 
days; if so, and no other tube shows 
growth, the sample Is ster ile. 

8 141.3 Sodium penicillin, calcium 
penicillin, potassium penicillin ; pyro¬ 
gens —(a) Test animal. Use healthy 
rabbits, weighing 1,500 gm. or more, 
which have been maintained for at least 
1 week on a uniform, unrestricted diet 
and have not lost weight during this pe¬ 
riod. For subsequent tests, animals 
utilized for previous tests may be used 
after a rest period of not less than 2 
days. Use a clinical rectal thermometer 
after It has been tested in a rabbit to 
determine the time required to reach 
maximum temperature. < Other record¬ 
ing devices of equal sensitivity are ac¬ 
ceptable.) Insert the thermometer or 
other recording device beyond the inter¬ 
na] sphincter and allow it to remain a 
sufficient time to reach maximum tem¬ 
perature as determined above. Make 
four rectal temperature readings on each 
of the animals to be used in the test at 
2-hour Intervals, l to 3 days before such 
use (this may be omitted for any animal 
that has been used in such tests dur¬ 
ing a preceding period of 2 weeks). 
House the test animals in Individual 
cages and protect them from disturb¬ 
ances likely to cause excitement. Exer¬ 
cise particular care to avoid exciting the 
animals on the day of taking the control 
temperatures and on the test day. Main¬ 
tain the animals in an environment of 
uniform temperature (±5* P.) at oil 
times. 

(b) Conduct of test. Heat all syringes 
and needles to be used in r. muffle furnace 
at 250* C. for not less than 30 minutes 
to render them pyrogen-free and sterile. 
Perform the test in a room held at the 
same temperature as that in which the 
animals are housed. During the test re¬ 
strain the animals In individual stocks. 
Withhold all food from 1 hour before 


the first temperature reading until after 
the Anal reading of the day. Take a 
control temperature reading not more 
than 15 minutes after the animal is re¬ 
moved from the cage. Use three animals 
for each test, but do not use those with 
control temperatures of 38.8* C. or under 
and 39.9* C. or over. Dilute the sample 
with pyrogen-free, sterile, distilled water 
to a concentration of 2,000 units per ml. 
and warm to approximately 37* C. In¬ 
ject 2.000 units (estimated) per kg. of 
rabbit intravenously through an car vein 
within 15 minutes subsequent to the con¬ 
trol temperature reading. Read temper¬ 
atures 1 hour after injection and each 
hour thereafter until three readings have 
been made. The sample Is non-pyro¬ 
genic if when so tested no animal shows 
a rise in any of the temperature read¬ 
ings, afier Injection, of 0.6* C. or more 
above the control temperature of such 
animal. If only one animal shows such a 
rise in temperature, or if the sum of the 
temperature rises of the three animals 
exceeds 1.4* C, repeat the test on five 
additional animals. The sample is non- 
pyrogenlc if not more than one of these 
five animals shows a rise In temperature 
of 0.6* C. or more above the control tem¬ 
perature of such animal. 

i 141.4 Sodium pcnicilltn, calcium 
penicillin, potassium penicillin; toxicity. 
Inject intravenously each of five mice, 
within the weight range of 18 to 25 
grams, with 0.5 ml. of a solution of the 
sample prepared by diluting with sterile 
distilled water to approximately 4,000 
units per ml. The injection should be 
made over a period of not more than 
5 seconds. If no animal dies within 48 
hours, the sample Is nontoxic. If one 
or more animals die within 48 hours, 
repeat the test with five unused mice 
weighing 20 grams (±0.5 gm.) each; if 
all animals survive the repeat test, the 
sample is nontoxic. 

f 141.5 Sodium penicillin, calcium 
peniclUin, potassium penicillin —(a) 
Moisture. In an atmosphere of about 
10 percent relative humidity, transfer 30 
to 50 mg. of the finely powdered sample 
to a tared weighing bottle or weighing 
tube equipped with a capillary-tube 
stopper, the capillary having an inside 
diameter of 0.20 to 0.25 mm. Weigh 
the bottle or tube and place It in a 
vacuum oven, without removing the 
stopper and dry at a temperature of 60 # 
C. and a pressure of 5 mm. of mercury 
or less for 3 hours. At the end of the 
drying period, fill the vacuum oven with 
air dried by bubbling it through sul- 


(2) Crystalline penicillin O. Store a 
weighed sample iapproximately 30 mg.) 
of crystalline penicillin O in an unstop¬ 
pered 50-ml. Erlenmeyer flask for 4 days 
in an electric oven at 100* C.,±l*. At 
the end of this period it does not show’ a 
loss of more than 10% of its original 
potency when determined by the method 
described in § 141.1. 

(e) Crystalline penicillin O— (1) Re- 
agents. The reagents described in sub- 


furic acid; place weighing bottles or 
tubes in a desiccator over phosphorous 
pentoxide. allow to cool to room tem¬ 
perature, and reweigh. Divide the loss 
in weight by the weight of the sample 
and multiply by 100 to obtain the per¬ 
centage of moisture. 

(b) pH. Dilute the sample to be 
tested with carbon-dioxidc-frec distilled 
water so that the resulting solution con¬ 
tains 5.000 to 10.000 units per ml. De¬ 
termine the pH of this solution at 25’ C. 
using a pH meter equipped with a glass 
and a calomel electrode. 

(c) Microscopical test for crystallinity 
of sodium penicillin and jpotassium peni¬ 
cillin. Mount in mineral oil and ex¬ 
amine by means of a polarizing micro¬ 
scope. Crystalline penicillin shows re¬ 
solvable particles which reveal the 
phenomena of birefringence (interfer¬ 
ence colors) and extinction positions on 
revolving the microscope stage. Crys¬ 
talline penicillin also reveals diagnostic 
refractive Indices when examined by the 
immersion method. 

(d> Heat stability —(1) Crpsta/Jine 
penicillin , crystalline penicillin G. Store 
a weighed sample (approximately 30 
mg.) of crystalline penicillin in an un¬ 
stoppered 50-mi. Erlenmeyer flask for 4 
days In an electric oven at 100* C.. ±1*. 
At the end of this period it does not show 
a loss of more than 10 percent of its origi¬ 
nal potency when determined as follows: 
Dilute a weighed sample (approximately 
30 mg.) with 1 percent phosphate buffer 
at pH 6.0 to a concentration of approxi¬ 
mately 12 mg./ml. (2.000 units/ml). 
Add 2.0 ml. aliquots to,each of two 125- 
mt glass-stoppered Erlenmeyer or Iodine 
flasks. To one add 2.0 ml of IN NnOH 
and allow to stand at room temperature 
for 15 minutes. At the end of this time 
add 2.0 ml of 1.2N HC1 and add 10 0 ml. 
of 0.01N L (prepared from 0.1N It 
U. S. P.) (Equal volume of IN NaOH 
and 1.2N HC1 when mixed give pH 1.0.) 
After 15 minutes titrate the excess iodine 
using 0.1N Na.-SX>j (prepared from 0.1N 
N&.-SiO.) standardized accurately against 
potassium iodate. Toward the end of the 
titration add approximately 5 ml. of CCU. 
Continue the titration by the addition of 
0.01 to 0.02 ml portions of the 0.01N 
Na«&.Oi shaking vigorously after each 
addition. The end-point Is reached 
when the CCU layer becomes colorless. 
To the second flask add 10 ml. of the 
0.0IN L and titrate immediately with 
0.01N Na ; S.O* for the blank determina¬ 
tion. Regard the difference in titers di¬ 
vided by 2.52 as the milligrams of peni¬ 
cillin sodium salt. 


divisions (i), Ul), and Oil) of this sub- 
paragraph are freshly prepared every 
three days and are of such quality that 
when used In tills procedure with a 
known penicillin O not less than 97 per¬ 
cent of penicillin Q is recovered. 

<f) Amyl acetate solution. Saturate 
the amyl acetate with the N-ethyl piperi¬ 
dine salt of penicillin O by adding 2 mg, 
of the salt for each 1 ml of the solvent. 
Cool this solution to 0* to 8" C. and filter 


Percent lose of ooUaer^ ^!^ —T~* ««*? 4 day* at 100* C.XI0O 

Original a&*.ay 
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by drawing it through a plug of cotton 
on the Up of a pipette Immediately be¬ 
fore use. 

(ii> Acetone solution . Saturate re¬ 
agent grade acetone with the N-ethyl 
piperidine salt of penicillin O using 3 mg. 
of salt for each 1 ml. of acetone. Cool 
this solution to 0* to 8* C. and filter by 
drawing it through a plug of cotton on 
the tip of a pipette immediately before 
use. 

(iii) N-ethyl piperidine solution. N- 
ethyl piperidine should be stored in 
brown bottles in a refrigerator. Dilute 
1.0 ml. of this reagent with 4 0 ml. of 
amyl acetate. Saturate this soluUon 
with the N-ethyl piperidine salt of peni¬ 
cillin G using about 3 mg. of the salt for 
each 1.0 ml. of soluUon. Cool this solu¬ 
tion to 0* to 8* C. and filter by drawing 
It through a plug of cotton on the tip of 
a pipette Immediately before use. 

(iv) Phosphoric acid solution. Pre¬ 
pare by dissolving 1.0 ml. of reagent 
grade phosphoric acid (85 percent) in 4 0 
ml. of water. Cool to 0* to 8* C. and shake 
before using. 

(v) Sodium sul/ate. Use powdered 
anhydrous reagent grade sodium sulfate. 

(2) Procedure. Accurately weigh 
from 60 to 70 mg. of the sample to be 
tested in a glass test tube or glass vial of 
approximately 10 ml. capacity. Add 2.0 
ml. of water to dissolve the penicillin and 
cool the solution to 0* to 5 # C. Add 2 
ml. of the amyl acetate solution and 0.5 
ml. of the phosphoric acid solution, stop¬ 
per and shake vigorously for approxi¬ 


mately 15 seconds. Centrifuge to ob¬ 
tain a clear separation of the two layers 
(approximately 20 seconds). After cen¬ 
trifuging remove as much of the amyl 
acetate layer as possible (usually about 
1.7 to 1.8 ml.) with a 2 ml. hypodermic 
syringe equipped with a suitable needle. 
Place about 0.1 gm. of the sodium sulfate 
In a micro filter funnel (approximately 
10 mm. diameter) having a fritted glass 
disc of medium porosity and add the amyl 
acetate solution from the hypodermic 
syringe. Collect the filtrate by suction 
In a small test tube placed in a suction 
fiask. which is surrounded by cracked ice. 
Pipette a 1.0 ml. aliquot of the amyl ace¬ 
tate filtrate into a tared fiat bottom 
glass tqbe (approximately 15 x 50 mm.) 
containing 1.0 ml. of the acetone soluUon 
and 0.5 ml. of the N-ethyl piperidine so¬ 
lution. The time elapsing between acid¬ 
ification and the addition of the filtrate 
to the above reagents should not be more 
than three minutes. Place the glass tube 
containing this mixture in a large weigh¬ 
ing bottle, stopper the bottle and allow 
to stand for not less thAn 2 hours in a 
refrigerator at 0* to 8 # C. Remove the 
liquid from the precipitate by means of a 
tared micro filter stick and wash with 
a total of 1 ml. of the acetone solution 
adding the latter by means of a hypoder¬ 
mic syringe equipped with a fine needle. 
Place the filter stick inside the glass tube, 
dry under vacuum at room temperature 
for not less than 1 hour, and weigh. 
(Save all N-ethyl piperidine penicillin O 
residues for saturating reagents.) 


Percent of »odlum penicillin O 
Percent of potassium penicillin O 


mg. N-ethyl piperidine penicillin precipitate x 150.3 
Weight of Mmplemi 

mg. N-ethyl piperidine penleUlth precipitate x 166.5 
Weight of sample mjp 


(f) Penicillin K content. Determine 
the content of penicillin K by the fol¬ 
lowing method: 

Dilute a weighed sample or the con¬ 
tents of a vial with 0.3 M phosphate 
(Na, HPO* and KH»P0 4 ) buffer pH 6.0 
to give a solution containing approxi¬ 
mately 1.000 unJts/ml. In the case of 
calcium penicillin where a precipitate of 
calcium phosphate occurs, remove the 
precipitate by filtration and use the clear 
filtrate. Place a 15.0 ml. aliquot of this 
solution in a 125 ml. separatory funnel, 
add 30.0 ml. of chloroform U. S. P. and 
shake for 1 minute. (Carry out all 
operations at room temperature.) Al¬ 
low’ the mixture to stand with occasional 
swirling to settle the droplets of chloro¬ 
form until the top layer is clear (usually 
about 10 minutes). Draw off all but 
about 2 ml. of the lower chloroform layer 
through a small pledget of cotton into a 
glass-stoppered flask. Take a 4.0 ml. 
aliquot of the original solution, a 4.0 ml. 
aliquot of the buffer solution remaining 
in the separatory funnel and a 10.0 ml. 
aliquot of the chloroform solution and 
determine the mg./ml. of penicillin in 
each by the iodometrlc assay procedure 
described in paragraph (d) of this sec¬ 
tion using 4.0 ml. of the IN NaOH and 
4.0 ml. of the 1.2N HC1 for each of the 
above aliquots. Make blank determina¬ 
tions on the same size aliquots. Cal¬ 


culate the percent penicillin in the buffer 
layer and In the chloroform layer as 
compared to the original solution. The 
sum of these percentages should be 
100^ ±2%. The percent penicillin K=* 
(96.92+% in chloroform—% in buffer) 
X1.67. (The factors in the above for¬ 
mula are based on distribution coeffi¬ 
cients of penicillin K and G between 
chloroform and aqueous phosphate buf¬ 
fer at pH 6.0.) 

(g) Penicillin G content of crystalline 
penicillin O—<1> Reagents, (i) Con¬ 
centrated sulfuric acid (sp. gr. 1.84). 

(11) Fuming nitric acid <sp. gr. 1.5). 

(iii) Ammonium hydroxide (sp. gr. 
0.90). 

(iv> Solution of hydroxyl&mine hy¬ 
drochloride. (Prepare by dissolving 15 
gm. of reagent grade hydroxylamine hy¬ 
drochloride in sufficient water to make 
100 ml. of solution. Prepare a fresh 
solution once a week.) 

(2) Procedure. Accurately weigh 75- 
85 mg. of penicillin O into a 50-ml. 
Erlenmeyer flask and odd 2 0 ml. of con¬ 
centrated sulfuric acid. When the sam¬ 
ple is completely dissolved, add 0.4 ml. 
of fuming nitric acid and quickly swirl 
the flask to mix the contents thoroughly. 
Heat the flask on a steam bath for 40 
minutes; cool for several minutes in an 
ice bath and add 10.0 mL of cold water 
rapidly. When the solution has reached 


room temperature, pipette 5 0-ml. ali¬ 
quots into each of two 50-ml. Erlcn- 
meyer flasks. To one of the flasks add 
2.0 ml. water (the blank). To the other 
flask add 2.0 ml of the hydroxylamine 
hydrochloride solution. Cool both flasks 
In an Ice bath, and while still in the ice 
bath make alkaline by adding 5.0 ml. of 
ammonium hydroxide, dropwise from u 
burette. Allow to stand for 45 minutes 
at room temperature and obtain a den¬ 
sity reading of the color in a suitable 
photoelectric colorimeter, using a 550 
m,ri filter and a 1-cm. cell. Use the blank 
determination to set the instrument at 
the zero point. Determine the percent 
penicillin G from a standard curve pre¬ 
pared as follows: Add known increments 
of the penicillin G working standard 
(0.1 mg. to 1.5 mg.) to 75.0-mg. portions 
of the penicillin O working standard 
(obtained from the Food and Drug Ad¬ 
ministration). Determine the density 
readings by the method described above, 
except that in lieu of the water blank 
use the colbr developed with h 75.0-mg 
portion of the penicillin O working stand¬ 
ard to set the instrument at the zero 
point. This automatically corrects for 
any penicillin G present in the penicillin 
O working standard. Plot the density 
readings obtained against the penicillin 
O concentrations and use as the stand¬ 
ard curve. 

(h> Penicillin O content. Determine 
by means of a suitable Infrared spec¬ 
trometer. using the following procedure: 
Grind the sample to a uniform powder 
using a mortar and pestle. Weigh by 
difference. 100-150 mg. of liquid petro¬ 
latum into aif agate mortar. Divide the 
actual weight of the liquid petrolatum 
by three, and add exactly this amount 
of the powdered penicillin O to the liquid 
petrolatum in the mortar. Mix with a 
small spatula and then mull thoroughly 
with the pestle until a uniform con¬ 
sistency is obtained. Use two circular 
rock-salt plates, each 2 inches in diam¬ 
eter as the absorption cell. Place a small 
drop of the mull in the center of one of 
the rock-salt plates. Place a brass 
spacer, 0.0036 inch thick, on the plate. 
(This spacer is cut In the shape of a 
circular gasket with a 1-inch center hole 
and a slit to permit the escape of air 
when the tw’o plates arc pressed to¬ 
gether. ) Put on the top salt plate gently 
and slowly squeeze together to spread 
the mull uniformly. Clamp the two 
plates firmly together in a metal cell 
holder. (The cell holder consists of two 
metal plates, one containing a rectan¬ 
gular center slit V* inch wide x % inch 
long, the other with a center hole 1 inch 
in diameter. The two plates are clamped 
together by means of threaded studs and 
nuts.) Examine the assembled cell by 
holding It up to the light. It should ap¬ 
pear smooth, free of any air bubbles, and 
not In contact with the spacer. Adjust 
the amplification of the spectrometer 
to full-scale deflection for one microvolt, 
set the slit opening to about 0.300 and 
run the spectrum from 9.4 to 10.7 
microns, using an automatic slit-control 
mechanism and taking a zero reading 
(shutter dosed) at the beginning and at 
the end of the run. Draw a base line 
between two points, one on each side 
of the analytical bond (10.1 microns) 
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nnd calculate the base-line optical den¬ 
sity. using the following formula: 

d b =* log 10 -f 

where: 

D b *=• base-line opttcal density. 

Ip s distance from the zero line to tho 
maximum absorption of the band. 

I B n distance from the aero Une to the 
bane line, measured at the a&mo 
wave length os l r 

Using known mixtures of penicillin Q 
working standard and penicillin O work¬ 
ing standard, prepare a standard curve 
by plotting the base-line optical densities 
obtained against the percent penicillin O. 
Obtain the percent penicillin O in the 
sample under test from this standard 
curve. 

f 141.6 Sodium penicillin, calcium 
penicillin , potassium penicillin; penicil¬ 
lin X. Dissolve the contents of a 100.C0D 
unit ampul In about 20 ml. of ice cold 
distilled water. Transfer quantitatively 
to a 100 ml. volumetric flask, rinsing the 
ampul with small portions of ice cold 
water and make to 100 ml. Pipette a 50.0 
ml. aliquot into a 125 ml. separatory 
funnel, then add 50 0 ml. of cold chloro¬ 
form and shake the mixture. Add an 
amount of approximately IN H£0« to 
bring the pH of the aqueous layer to 2.0. 
(The amount of IN H*SO. to be added is 
calculated by titrating a separate 5 0 ml. 
aliquot of the 100 ml. dilution to pH 2.0 
using a suitable pH meter.) Shake the 
mixture vigorously for one minute. Al¬ 
low the layers to separate and Alter the 
chloroform through a small pledget of 
cotton, moistened with chloroform, into 
a second 125 ml. separatory funnel. 
Shake the acid aqueous solution with a 
second 50.0 ml. of cold chloroform and, 
when the layers have separated, with¬ 
draw the chloroform through the same 
Alter Into the second separatory funnel. 
Immediately neutralize the acid aqueous 
solution, containing the penicillin X. 
with 0.1N NaOH to pH 6.5 to 7.0 using 
the pH meter and make to 100 ml. with 
water. Make appropriate dilutions in 
1 percent phosphate buffer at pH 6 0 and 
assay as directed in 4 141.1 (f) or (h). 
Shake the combined chloroform ex¬ 
tracts. containing any penicillin O. etc., 
with small successive portions of cold 
NaHCOt solution <0.1 percent), until the 
combined NaHCOi extracts give a pH of 
7.0, and make to 100 ml with water. 
Make the proper estimated dilutions in 1 
percent phosphate buffer at pH 6 0. As¬ 
say these last dilutions as directed in 
4 141.1 (f) or (h). The potency of the 
penicillin X fraction plus potency of the 
penicillin O. etc., fraction should ap¬ 
proximate that of the potency of the 
original solution. All of the above ex¬ 
tractions should be carried out in a cold 
room. 

4 141.7 Penicillin in oil and tcox—(a) 
Potency . Proceed as directed in 1141.1 
except paragraph (i) thereof and. in 
lieu of the directions in paragraph (d> 
of 4 141.1, prepare sample as follows: 

Liquefy the sample by warming, thor¬ 
oughly mix, and withdraw 1.0 ml. using 
a sterile syringe equipped with an 18- 
gauge needle. Transfer to a separatory 
funnel containing approximately 50 ml. 


of peroxide-free ether. Shake the sep¬ 
aratory funnel vigorously to bring about 
complete mixing of the material with the 
ether. Shake with a 25-ml. portion of 1 
percent phosphate buffer at pH 6 0. Re¬ 
move the buffer layer and repeat the ex¬ 
traction with three 25-mi. quantities of 
buffer. Combine the extracts and make 
the proper estimated dilutions in 1 per¬ 
cent phosphate buffer at pH 6.0. The 
sample may also be prepared by trans¬ 
ferring aseptically 1.0 ml. of the penicil¬ 
lin in oil and wax to a blending jar con¬ 
taining 100 ml. of 1 percent phosphate 
buffer at pH 6.0. Using a high-speed 
blender, blend this mixture for 1 minute 
and then make the proper estimated 
dilutions in 1 percent phosphate buffer at 
pH 6.0. If the label represents the 
potency of the penicillin in oil and wax 
as 200.000 units per milliliter or less, it 
is satisfactory If it is 85 percent or more 
of the potency so represented; if repre¬ 
sented as more than 200,000 units per 
milliliter. It is satisfactory if it is 90 per¬ 
cent or more of the potency so repre¬ 
sented. 

(b) Sterility . Add aseptically ap¬ 
proximately 1.0 milliliter of the samplo 
to 9.0 milliliters of sterile cottonseed oil. 
Shake vigorously. Transfer 1.0 milli¬ 
liter aseptically to each of four tubes 
containing 15 milliliters of fluid thlo- 
glycolate medium, to which has been 
added sufficient penicillinase to inacti¬ 
vate the penicillin present, and proceed 
as directed in 4 141.2. 

(c) Moisture —(1) Reagents —<i> Karl 
Fischer reagent. Preserve the reagent In 
glass-stoppered bottles and use from an 
all glass automatic burette, protecting 
the solution from the moisture In the air. 

<li> Water-methanol solution . Use 
methanol containing approximately 1 
mg. of water per milliliter. Store the 
solution In a glass bottle attached to an 
automatic burette and protect from 
moisture In the air at all times. 

<2> Standardisation of Karl Fischer 
reagent. Add a known volume of the 
Karl Fischer reagent to a suitable titrat¬ 
ing vessel which has been previously 
dried at 105° C. and cooled in a desicca¬ 
tor. Introduce a mechanical stirrer and 
two platinum electrodes which are con¬ 
nected to a suitable electrometric appa¬ 
ratus for measurement of the endpoint. 
Start the stirrer and titrate with the 
water-methanol solution until the end¬ 
point 1s reached. Calculate the milli¬ 
liters of Karl Fischer reagent equivalent 
to each milliliter of water-methanol. 

Add an accurately weighed quantity of 
water <approximately 50 mg.) to a dry 
titrating vessel, add an excess of the Karl 
Fischer reagent and back titrate with 
the water-methanol solution as above. 
Calculate the milligrams of water equiv¬ 
alent to each milliliter of the Karl 
Fischer reagent. Standardize the Karl 
Fischer reagent In this manner daily. 


e—milligrams of water equivalent to 1 ml 
Karl Fischer reagent, 
tc —weight of water In milligrams. 

— volume of Karl Fischer reagent used, 
t',- volume of methanol used. 

/—volume ratio of Karl Fischer reagent to 
water-methanol solution. 


(3) Procedure. Transfer 10 ml. of 
the penicillin in oil and wax to a dry ti¬ 
trating vessel, add 10 ml. of dry chloro¬ 
form and an excess of the Karl Fischer 
reagent and back titrate with the water- 
methanol solution until the endpoint is 
reached. Transfer 10 ml. of the dry chlo¬ 
roform used to a dry titrating vessel, add 
an excess of Karl Fischer reagent, and 
titrate with the water-methanol as 
above. Calculate the milliliters of Karl 
Fischer reagent equivalent to 10 ml. of 
chloroform. 

_ „ _ (r.-r-Z-h) xexioo 

Percent molotur*— 1 ' .' — 

IX10O0 

where 

&—milliliters Karl Fischer reagent equiva¬ 
lent to 10 ml. of chloroform 

I—volume of the sample In mUlUltera. 

<d> Measurement of penicillin particle 
size. Vigorously shake the container to 
obtain an even suspension of the penicil¬ 
lin particles and immediately withdraw 
therefrom approximately 0.5 ml of the 
drug into a clean, dry, tuberculin syringe 
using a dry 18 gauge needle. Discard 
approximately the first 5 drops of the 
^nixture extruded from the needle and 
then extrude approximately 1 minim of 
the remaining mixture into a test tube 
containing 3 to 4 ml. of light mineral oil. 
Thoroughly mix the contents of the tube 
and by means of a bacteriological loop 
<2 mm. inside diameter, 22 gauge wire), 
immediately place one loopful of the sus¬ 
pension on each ruled chamber of a 
bright line hcmocytometer. (It is not 
necessary to use a cover slip.) Confirm 
by means of the low power objective of 
the microscope the even distribution of 
particles over the ruled areas of both 
chambers and repeat with another loop¬ 
ful of the suspension if even dispersion 
is not obtained. 

Use a magnification of 430 or 440 diam¬ 
eters and a calibrated ocular microm¬ 
eter to measure the penicillin particles. 
For the purpose of measurement and 
calculation, the predominant type of 
crystals observed shall be considered to 
represent the type of crystals present 
and the thickness and density of all par¬ 
ticles shall be considered constant. Cen¬ 
ter a large penicillin particle In the 
microscopic field; measure the particle 
and all other particles in the field and 
repeat this operation on other fields 
until at least 200 particles are measured. 
Particles of less than 5 microns In length 
are disregarded. The grouping of the 
particles by length, the midpoint, the 
ratio of the midpoints, and the square 
of the ratio of the midpoints for each 
group are tabulated below: 


Group 

Jx&cth 

to 

microns 

Mid- 

point 

Ratio ol 
told- 
pninu 

(Ratio) * 

. 

M« 

0.8 

1.C0 

1.00 

1 . 

1S-29 

22.0 

131 

8.34 

9..... 

30-49 

90.5 

4.14 

17.31 

4. w mtur 

50-40 

ML 1 


90.10 

4. . 

70-00 

>4.5 


79.03 

4.--- 

100 149 

r: 4.5 

13c 10 

171.41 

7.... 

150-199 

174. 5 

IS. 96 

937 00 

*. . 

m m 

224.8 

81 ca 


. 

uo-soo 

273.0 

Sc 05 

UMO 


Calculate the percent particles In ea< h 
group from the total number measured. 
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Determine the percent relative weight for 
each group as follows: 

Plate type particles. Relative weight— 
(ratio) *x % of total particle* In group. 


% relative weight— 


relative weight x 100 
total relative weight 


Rod shaped particles. In the caae of rod 
ehaped particle* measure the width aa weU at 
the length. 


Relative weight—ratio X average width X % 
of total particle* in group 


% relative weight 


relative weight x 100 
total relative weight 


When examined by the method de¬ 
scribed in this section not less than 50 
percent of the total relative weight of the 
penicillin In the drug consists of penicil¬ 
lin having a particle size of not less than 
50 microns in length. 


8 141.8 Penicillin ointment —(a) Po¬ 
tency. Proceed as directed in 4 141.1, ex¬ 
cept paragraph (i) thereof, and, in lieu 
of the directions In paragraph (d) of 
8 141.1, prepare the sample as follows: 

Accurately weigh the container and 
contents and place 0.5 to 1.0 gm. into a # 
separatory funnel containing approxi¬ 
mately 50 ml. of peroxide-free ether. 
Reweigh the container to obtain weight 
of ointment used in the test Shake 
ointment and ether until homogeneous. 
Shake with a 25-ml. portion of 1 percent 
phosphate buffer at pH 6.0. Remove the 
buffer layer and repeat the extraction 
with three 25-ml. quantities of buffer. 
Combine the extracts and make the 
proper estimated dilutions in 1 percent 
phosphate buffer at pH 6.0. The sample 
may also be prepared by placing an ac¬ 
curately weighed sample consisting of 0.5 
to 1.0 gm. of the ointment into a glass 
blending jar containing 100 ml. of 1 per¬ 
cent phosphate buffer at pH 6.0. Using 
a high-speed blender, blend the mixture 
for 2 minutes and make the proper esti¬ 
mated dilutions In 1 percent phosphate 
buffer at pH 6.0. The potency of peni¬ 
cillin ointment is satisfactory if It con¬ 
tains not less than 85 percent of the 
number of units per gram it is repre¬ 
sented to contain. 

(b) Moisture. Proceed as directed In 
8 141.7 <c>, using a weighed sample of 1.0 
to 2.0 gm. dissolved in a mixture of 10 
ml. of dry chloroform and 10 ml. of car¬ 
bon tetrachloride, but in lieu of calculat¬ 
ing the milliliters of Karl Fischer reagent 
equivalent to 10 ml. of chloroform, de¬ 
termine the milliliters of reagent equiva¬ 
lent to 20 ml. of the mixture of chloro¬ 
form and carbon tetrachloride. 


8 141,9 Penicillin tablets —(a) Po¬ 
tency. Proceed as directed in 8141.1, 
except paragraph (i) thereof and. in lieu 
of the directions in paragraph (d) of 
8141.1, prepare sample as follows: 

Place 12 tablets in a mortar and add 
approximately 20 ml. of 1 percent phos¬ 
phate buffer at pH 6.0. Disintegrate the 
tablets by grinding with a pestle. Trans¬ 
fer with the aid of small portions of the 
buffer solution to a 500-ml. volumetric 
flask and make to 500 ml. by adding suf¬ 
ficient phosphate buffer. Make the 
proper estimated dilutions In 1 percent 
phosphate buffer at pH 6.0. The sample 
may also be prepared as follows; Place 


12 tablets in a blending jar and add 
thereto approximately 200 ml. of a 500- 
ml. quantity of 1 percent phosphate 
buffer at pH 6.0. After blending for 1 
minute with a high-speed blender add 
the remainder of the 500 ml. of buffer. 
Blend again for 1 minute and make the 
proper estimated dilutions in 1 percent 
phosphate buffer at pH 6.0. The aver¬ 
age potency of tablets buffered penicillin 
is satisfactory if it contains not less than 
85 percent of the number of units per 
tablet it is represented to contain. 

(b) Moist ure , Proceed as described in 
5 141.5 (a). 

5141.11 Penicillin with aluminum 
hydroxide gel—K a) Sodium penicillin . 
calcium penicillin . potassium penicillin. 
Proceed as directed in 45 141.1, 141.2. 
141.4, and 141.5 (a> and (b): if crystal¬ 
line penicillin. 8 141.5 <c>, (d), and <f>; 
and if crystalline penicillin G, 8141.5 (e). 

(b) Alumtnum hydroxide gel. Thor¬ 
oughly shake the aluminum hydroxide 
gel and transfer aseptically 1.0 and 0.1- 
ml. portions In triplicate to sterile Petri 
dishes. Pour Into each Petri dish 20 ml. 
of nutrient agar, described in 8 141.1 (b) 

(1). which has been melted and cooled 
to 48* C. Thoroughly mix the aluminum 
hydroxide and melted agar. Allow the 
agar to solidify, invert the Petri dishes, 
and incubate for 48 hours at 32° C.-35* 
C. Count the number of colonies ap¬ 
pearing on the plates and calculate 
therefrom the number of viable bacteria 
per ml. of the aluminum hydroxide gel. 

8 141.12 Penicillin troches—{ a) Po¬ 
tency. Proceed as directed in 8 141.1, 
except paragraph (i) thereof and, in 
lieu of the directions in paragraph <d> 
of 8141.1, prepare sample as follows: 

(1) If the troche does not contain a 
masticatory substance, proceed as di¬ 
rected in 8 141.9 (a). 

(2) If the troche contains paraffin as 
a masticatory substance, place five 
troches In a separatory funnel containing 
75 ml. of n-hexane; shake until the 
troches arc dissolved. Shake with a 25- 
ml. portion of 1% phosphate buffer at 
pH 6.0. Remove the buffer layer and re¬ 
peat the extraction with three 25-ml. 
quantities of buffer. Combine the ex¬ 
tracts and make the proper estimated 
dilutions in 1% phosphate buffer at pH 
6 . 0 . 

(3) If the troche contains gum as a 
masticatory substance, cut each of five 
troches into fine pieces and place In a 
glass blending Jar containing 100 ml. of 
a 50% acetone-water solution. Using a 
high-speed blender, blend for 3 to 5 min¬ 
utes. Add an additional 100 ml. of a 
50% acetone-water solution to the 
blender and blend for an additional 3 to 
5 minutes, and then make the proper 
estimated dilutions in 1% phosphate buf¬ 
fer at pH 6.0. 

The average potency of the troche is 
satisfactory if it contains not less than 
85% of the number of units it is repre¬ 
sented to contain. 

(b) Moisture. Proceed as directed in 
1141.5 (a), or If It contains a mastica¬ 
tory substance proceed as directed in 
5 141.7 (c), using 1.0 to 2.0 gm. dissolved 
In 10 ml. of dry chloroform. 


8 141.13 Penicillin dental cones—( a) 
Potency. Proceed as directed in 8 141.1, 
except paragraph (1) thereof and, in 
lieu of the directions In paragraph <d> 
of 8 141.1, prepare sample using 5 cones 
as directed in 8 141.9 (a). The average 
potency of the cone is satisfactory if it 
contains not less than 85 percent of the 
number of units per cone it is represented 
to contain. 

(b) Moisture. Proceed as directed In 
8 141.5 (a). 

8141.14 Penicillin with vasocon¬ 
strictor —(a) Penicillin used in the 
packaged combination —(1) Potency. 
Unless it is penicillin tablets, proceed as 
directed In 8 141.1. If it is penicillin 
tablets, proceed as directed in 8 141.9 (a). 

(2) Toxicity, moisture , pH. crystallin¬ 
ity , heat stability , penicillin G content . 
Proceed as directed in 88141.4 and 141.5. 

(b) Dry mixture of penicillin with 
vasoconstrictor ; potency . moisture. Pro¬ 
ceed as directed In 58141.1 and 141.5 (a). 

8 141.15 Penicillin lor surface appli¬ 
cation —(a) Potency. Proceed as di¬ 
rected in 8 141.9 (a) using the contents 
of 12 immediate containers. 

<b> Moisture. Proceed as directed in 
8 141.5 (a). 

8 141.16 Tablets aluminum penicil- 
lbi—< a) Potency . Proceed as directed in 
8 141.9 (a), using citrate buffer at pH 
6.3 for making working dilutions of the 
working standards and for the sample 
under test in lieu of phosphate buffer. 
The citrate buffer is of the following 
composition: 

Gram j 

Citric acid_ 62.0 

Sodium hydroxfde (pellets)_ 28.25 

Sodium citrate___ 388.0 

Make up to 4000 ml. with distilled water. 

(b) Moisture . Proceed as directed in 
8 141.5 (a). 

8 141.17 Penicillin sulfonamide pow¬ 
der—{a) Potency . Proceed as directed 
in 8141.9 (a), except prepare the sam¬ 
ples as follows: Accurately weigh 0.5 
gm. from each of 12 Immediate con¬ 
tainers and dissolve in 100 ml. of dis¬ 
tilled water. From this solution make 
the proper estimated dilutions in 1% 
phosphate buffer at pH 6.0. 

(b) Moisture . Proceed as directed In 
8 141.5 (a). 

<c> Sterility . Proceed as directed in 
8 141.2 except that sufficient penicilli¬ 
nase Is added to the thioglycolate me¬ 
dium to Inactivate the penicillin added 
in the test and In lieu of the directions 
in the first three sentences of paragraph 
(b) of 8 141.2 proceed as follows: 

Suspend aseptically approximately 
one-fourth of the sample to be tested 
(about 0.5 gm.) into each of four tubes 
containing 15 ml of fluid thioglycolate 
medium with added penicillinase. 

8141.18 Penicillin vaginal supposi¬ 
tories —(a) Potency. Proceed as di¬ 
rected in 8 141.1 except paragraph (1) 
thereof and In lieu of the directions in 
paragraph (d) of 8 147.1 prepare sample 
as follows: 

Place 5 suppositories in a separatory 
funnel containing 150 ml of peroxide- 
free ether. Shake the separatory fun- 
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nel vigorously to bring about complete 
mixing of the material with the ether. 
Shake with a 25-ml. portion of 1 percent 
phosphate butler at pH 6.0. Remove the 
buffer layer and repeat the extraction 
with three 25 ml. quantities of buffer. 
Combine all extracts and make the 
proper estimated dilutions In 1 percent 
phosphate buffer at pH 6.0. The sample 
may also be prepared as followsilPlace 5 
suppositories in a glass blending Jar con¬ 
taining 200 ml. of 1 percent phosphate 
buffer at pH 6.0. Using a high-speed 
blender blend for 3 minutes and make 
the proper estimated dilution in 1 per¬ 
cent phosphate buffer at pH 6.0. The 
average potency of the suppository is 
satisfactory if It contains not less than 
85 percent of the number of units It is 
represented to contain. 

<b> Afofsfure. Proceed as directed in 
5 141.7 (c) using a weighed suppository 
dissolved in 10 ml. of dry chloroform and 
2 ml. of methanol from the titrating 
burette. (Correct for the amount of 
moisture in the solvents used.) 

$ 141.19 Buffered crystalline penicil¬ 
lin. Proceed as directed In ftft 141.1, 
141.2. 141.3, 141.4. 141.5 and 141.6. 

$ 141.20 Capsules buffered penicillin 
with pectin hydrolysate —(a) Potency . 
Proceed as directed in $ 141.1 except 
paragraph (I) thereof and In lieu of the 
directions in paragraph (d) of ft 141.1 
prepare samples as follows: 

Place the contents of 12 capsules and 
the empty capsules into a 500 ml. vol¬ 
umetric flask. Add approximately 200 
ml. of 1 percent phosphate buffer at pH 
6.0. shake until the powder has dissolved 
and the capsules have gelatinized and 
make to 500 ml. with the phosphate buf¬ 
fer. Make the proper estimated dilu¬ 
tions in 1 percent phosphate buffer at pH 
6.0. The average potency of capsules 
buffered penicillin with pectin hydrol¬ 
ysate Is satisfactory if it contains not 
less than 85 percent of the number of 
units per capsule it is represented to 
contain. 

(b) Moisture. Proceed as directed in 
ft 141.5 (a) utilizing the contents of 4 
capsules. 

ft 141 22 Penicillin bougies —(a) Po¬ 
tency. Proceed as directed in ft 141.9 (a). 

(b) Moisture . Proceed as directed in 
ft 141.7 <c). using 1.0 to 2.0 gm. of bougies 
dissolved in 10 ml. of dry chloroform if 
it contains the excipient polyethylene 
glycol. If it does not contain the ex¬ 
cipient polyethylene glycol, proceed as 
directed In ft 141.5 (a). 

ft 141.23 Crystalline penicillin and 
epinephrine in oil —(a) Potency. Pro¬ 
ceed as directed in ft 141.7 (a) except the 
provisions for warming the sample. 
When examined by the method described 
In this section the potency of crystalline 
penicillin and epinephrine in oil is satis¬ 
factory if it is 90 percent or more of the 
potency represented. 

(b> StcrUity . Proceed as directed in 
ft 141.7 (b) except the provision for 
warming the sample. 

<c) Moisture. Proceed as directed in 
ft 141.7 (c). 

<d> Epinephrine content— (1) Stand¬ 
ard curve. Prepare a stock standard con¬ 
taining 20 mg. of U. S. P. epinephrine ref¬ 


erence standard in 100 ml. of phosphate 
buffer at pH 4.0. This buffer is prepared 
by adjusting 1 percent phosphate buffer 
pH 6.0 with 1:100 phosphoric acid (ortho 
85 percent) to pH 4.0. The stock stand¬ 
ard is stored in the refrigerator and may 
be used as long os It remains colorless. 
Transfer 1.0,2.0,3.0,4.0. and 5.0 ml. of the 
standard to each of five 100-mL volu¬ 
metric flasks using transfer pipettes. Add 
4.0. 3.0, 2.0, and 1.0 ml. of the phosphate 
buffer pH 4.0 to the first four flasks re¬ 
spectively to give each a total volume 
of 5 ml. Add 1.0 ml. of 0.1 N iodine to 
each flask, shake for one minute, add 2.0 
ml. of 0.1 N sodium thiosulfate and mix 
the solution. Make each flask to a vol¬ 
ume of 100 ml. with distilled water. Read 
the percent light transmission of the 
colored solutions using a 2.0 cm. cell and 
a 490 mu filter in a suitable photoelectric 
colorimeter. The instrument is balanced 
so that the 0 2 mg./lOO ml. concentration 
reads 90 percent light transmission. Pre¬ 
pare a standard curve on semilog paper, 
plotting the percent light transmission on 
the logarithmic ordinate scale and the 
concentration on the abscissa. 

(2) Procedure. Transfer 1.0 ml. of 
the sample with the aid of a hypodermic 
syringe and needle to a screw-cap test 
tube (about 30 ml. capacity), add 5.0 ml. 
of U. 6. P. chloroform and 10.0 ml. of 1 
percent phosphate buffer pH 6.0 from a 
transfer pipette. Shake thoroughly for 
one minute, centrifuge to separate the 
layers and carefully withdraw a 5.0 ml. 
aliquot of the buffer layer using a trans¬ 
fer pipette. Transfer the aliquot to a 50 
ml. volumetric flask, add the calculated 
amount of 1:100 phosphoric acid to bring 
the pH to 4.0 (amount to be added pre¬ 
viously determined by titration of the 
1 percent phosphate buffer pH 6.0 with 
1:100 phosphoric acid using a pH meter). 
Add 1.0 ml. of 0.1 N iodine, shake for one 
minute, add 2.0 ml. of 0.1 N sodium thio¬ 
sulfate and mix the solution. Make to a 
volume of 50 ml. with distilled water. 8et 
the colorimeter at 90 percent light trans¬ 
mission for the 0.2 mg./lOO ml. standard 
as directed above and obtain the percent 
light transmission of the sample. The 
concentration obtained directly from the 
standard curve corresponding to the per¬ 
cent light transmission of the sample x 
1.05 equals the concentration of the 
epinephrine per ml. of the sample. 
Crystalline penicillin and epinephrine in 
oil is satisfactory If it contains not less 
than 0.24 or more than 0.36 mg. epineph¬ 
rine per ml. 

ft 141.24 Aluminum penicillin — (a) 
Potency. Proceed as directed Jn ft 141.1 
(a), using citrate buffer as prepared in 
ft 141.16 (a) ip lieu of phosphate buffer. 

(b) Sterility. Proceed as directed in 
ft 141.2. 

(c) Pyrogens. Proceed as directed in 
ft 141.3, but in lieu of the directions for 


preparation of sample in paragraph (b) 
thereof, prepare sample as follows: 

Suspend approximately 60 milligrams 
in 20 milliliters of pyrogen-frec sterile 
physiological salt solution, adding the 
salt solution in approximately 1-miUJ- 
liter aliquots and mixing thoroughly 
after each addition, utilizing a pyrogen- 
free glass stirring rod. Centrifuge, warm 
to 37* C., withdraw the clear superna¬ 
tant solution, .and Inject 1 milliliter per 
kilogram of rabbit. 

(d) Toxicity. Proceed as directed in 
9 141.4, utilizing the solution prepared in 
paragraph (c) of this section. 

(e) Moisture. Proceed as directed in 
ft 141.5 (a). 

(f) pH. Proceed as directed in ft 141.5 
(b), using a saturated solution. 

<g> Penicillin K content. Proceed as 
directed in ft 141 5 (f). 

ft 141.25 Aluminum penicillin in oil— 

(a) Potency , sterility . Proceed as di¬ 
rected In ft 141.7. 

<b> Moisture. Proceed as directed in 
ft 141.23 (O. 

ft 141.26 Procaine penicillin-(a) Po¬ 
tency. Proceed as directed in ft 141.1, or 
by the lodomctric method as described 
in ft 141.5 (d) (1), except prepare the 
sample as follows: Dissolve a weighed 
sample ‘approximately 50 mg.) in 2.0 ml. 
of redistilled methanol. Further dilute 
this solution with sufficient 1 percent 
phosphate buffer pH 6.0 to give a con¬ 
centration of 2.0 mg. per milliliter. 

(b) Sterility. Proceed as directed In 
ft 141.2. 

(c) Pyrogens . Proceed as directed In 
f 141.3, except use physiological salt so¬ 
lution as the diluent 

(d) Toxicity. Proceed as directed In 
ft 141.4, except use physiological salt so¬ 
lution as the diluent, and inject 0.5 milli¬ 
liter of a solution containing 2.000 units 
per milliliter. 

(e) Moisture. Proceed as directed in 
ft 141.7 (c), but in lieu of the directions 
for preparing the sample in subpara¬ 
graph <3) thereof prepare the sample 
and calculate as follows: Accurately 
weigh about 300 mg. of the sample Into 
a dry titrating vessel, add an excess of 
the Karl Fischer reagent and back titrate 
with water-methanol soluUon until the 
endpoint is reached. 

Percent moisture — ! p i X g x*Q Q 
w 

where — weight of sample in milligrams, 

(f) pH. Proceed as directed in ft 141.5 

(b) using a saturated aqueous solu¬ 
tion prepared by adding 300 mg. per mll- 
Uter. 

(g) Microscopical test for crystallinity. 
Proceed as directed In ft 141,5 (c>. 

(h) Penicillin O content . Proceed as 
directed in ft 141.5 (c> using the following 
formula for calculating the percent of 
procaine penicillin O: 


Percent of prooUne penicillin n- W-etbyl p iperidine penicillin precipitatex203.1 

Welgnt of sample In milligram* 


and in lieu of the first four sentences In 
ft 141.5 (c) (2) proceed as follows: 

Accurately weigh approximately 100 
milligrams of the sample to be tested in 
a glass test tube or glass vial of approxi¬ 


mately 10-millllltcr capacity. Add 2 
milliliters of water and cool to 0* C. to 
5* C. Add 2 milliliters of the amyl ace¬ 
tate soluUon and 0.5 milliliter of the 
phosphoric acid solution, stopper and 
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shake vigorously for aproxiraately 15 sec¬ 
onds. Add a second 0.5-millUltcr portion 
of th£ phosphoric acid solution and shake 
vigorously again. Centrifuge to obtain 
a clear separation of the two layers (ap¬ 
proximately 20 seconds). If any pro¬ 
caine penicillin remains undissolved, add 
a third portion of 0.5 milliliter of the 
phosphoric acid solution and repeat the 
shaking and centrifugation. 

<i> PeniciUin K content. Weigh from 
30-35 mg. of the sample to be tested in a 
glass test tube or glass vial of approxi¬ 
mately 10-ml. capacity. Add 2.0 ml. of 
chloroform U. 8. P. and cool the mixture 
to 0*-5* C. in an ice bath. Add 1.0 ml. 
of cold 1-4 phosphoric add solution, 
stopper and shake vigorously for 15 sec¬ 
onds. Centrifuge to obtain a clear 
separation of the layers (approximately 
20 seconds). After centrifuging, remove 
1.0 ml. of the chloroform layer with a 
pipette or syringe equipped with a suita¬ 
ble needle. Immediately place the 1.0 ml. 
of chloroform in a 125-ml. separatory 
funnel containing 29.0 ml. of chloroform 
and 15.0 ml. of 0.3 M phosphate <Na,HPO* 
and KHiPOJ buffer pH 6.0 at room tem¬ 
perature and shake for 1 minute. Allow 
the mixture to stand with occasional 
swirling to settle the droplets of chloro¬ 
form until the top layer is clear (usually 
about 10 minutes). Draw off all but 
about 2 ml. of the lower chloroform layer 
through a small pledget of cotton Into a 
glass-stoppered flask. Take a 4.0 ml.- 
aliquot of the buffer solution remaining 
in the separatory funnel and a 10.0-ml. 
aliquot of the chloroform solution and 
determine the milligrams per milliliter 
of penicillin in each by the lodometric 
assay procedure described in 4 141.5 (e). 
using 4.0 ml. of the IN NaOH and 4.0 ml. 
of the 1.2N HC1 for the two above ali¬ 
quots. Make blank determinations on 
the same size aliquots. Calculate the 
percent penicillin in the buffer layer on 
the basis that the sum of the penicillin 
found in the buffer layer and in the 
chloroform layer is 100 percent. The 
percent penicillin K—(98.46— percent 
found in buffer) X3.34. 

4 141.27 Procaine penicillin in oil —(a) 
Potency. 'Proceed as directed in 5 141.1, 
except paragraph <i) thereof and, in lieu 
of the directions in paragraph <d> of 
4 141.1, prepare sample as follows: Intro¬ 
duce 1 ml. of the well-shaken sample by 
means of a 2-mL hypodermic syringe, 
into a 50-ml. volumetric flask. Add 3 to 
4 cc. of chloroform, shake the flask well, 
and make to 50 ml. with absolute alco¬ 
hol. Mix thoroughly, withdraw a 1-mL 
aliquot and make the proper estimated 
dilutions in 1% phosphate buffer at pH 
6 0. If the label represents the potency 
of the procaine penicillin in oil as 100,000 
units per milliliter, it is satisfactory if 
It is 85% or more of the potency so repre¬ 
sented; if represented as 300.000 units 
per milliliter, it is satisfactory if it is 90% 
or more of the potency so represented. 

(b) Sterility. Proceed as directed in 
4 141.7 (b). 

(c) Moisture . Proceed as directed in 
I 141.7 (C). 

4 141.28 Crystalline penicillin for in- 
halation therapy —(a> Potency. Pro¬ 
ceed as directed in 4 141.1, or by the 


lodometric method as described in 4141.5 

(d) (1). 

(b> Moisture. Proceed as directed in 
4 141.5 (a), except if it is procaine pen¬ 
icillin proceed as directed in 4141.26 (e>. 

5 *41 29 Procaine penicillin for aque- 
ous infection —(a) Potency. Proceed as 
directed in 4 141.1. using a 50 percent 
acetone-water solution to dissolve the 
sample, or by the lodometric method as 
described in 4 141.5 (d> (1), except dis¬ 
solve the sample in about 5.0 ml. of 
redistilled methanol prior to diluting 
with 1 percent phosphate buffer pH 6.0. 

(b) Sterility. Proceed as directed In 
4 141.2. except if it is the aqueous sus¬ 
pension of the drug and it does not con¬ 
tain a preservative, incubate all tubes for 
14 days. 

(c> Moisture. Proceed as directed in 
4 141.26 <e). 

(d) Pyrogens . Proceed as directed in 
4 141.3. except use physiological salt so¬ 
lution as the diluent. 

<e) Toxicity. Proceed as directed in 
4 141.4. except use physiological salt so¬ 
lution as the diluent, and Inject 0 25 
milliliter of a solution containing 4.000 
units per milliliter. 

cf) pH. —(1) Dry mixture of the drug . 
Proceed as directed in 4 141.5 (b), using 


(1) Penicillin K content. Proceed as 
directed in 4 141.5 <f). 

4 14131 Ephedrine penicillin tab¬ 
lets —(a) Potency. Proceed as directed 
in 4141.9 (a) or by the lodometric 
method as described in $ 141.5 (d) (1), 
using 6 tablets dissolved in sufficient 1 
percent phosphate buffer pH 6.0 to give 
a concentration of 2,000 units per 
milliliter. 

(b) Moisture. Proceed as directed in 
4 141.5 (a). 

4 141.32 Procaine penicillin and buff¬ 
ered crystalline penicillin for aqueous 
infection —(a) Potency , sterility , mois¬ 
ture , pyrogens, toxicity , pH. Proceed as 
directed in 4 141.29. 

(b) Buffered crystalline pcTticlUin con¬ 
tent —(1) Preparation of sample. Add 
the indicated amount of distilled water 
to the contents of a vial of the sample 
and shake well. Withdraw 1.0 ml. of the 
suspension with a hypodermic syringe 
and place in a 15-ml. centrifuge tube. 
Add 9.1 ml. of 20% sodium sulfate solu¬ 
tion. shake well, and centrifuge to ob¬ 
tain a clear solution. 

(2) lodometric assay for total peni¬ 
cillin. Dilute a 5.0-ml. aliquot of the 
clear solution prepared in accordance 
with subparagraph (1) of this paragraph 
to 50 ml. with 1 percent phosphate buffer 
at pH 6.0. Determine the total quantity 
of penicillin in a 2.0-ml. aliquot of this 
solution by the lodometric assay pro¬ 
cedure described in $ 141.5 (d). 

(3) Colorimetric determination of pro¬ 
caine penicillin. (1) Transfer a 2.0-ml, 
aliquot of the solution prepared in sub- 
paragraph (2) of this paragraph to a 
50-ml. volumetric flask and add 8 0 ml. 
of distilled water. Determine the quan- 


a saturated aqueous solution prepared by 
adding 300 mg. per milliliter. 

<2) Aqueous suspension of the drug. 
Proceed as directed in 4 141.5 <b>, using 
the undiluted aqueous suspension. 

4 141.30 Ephedrine penicillin —(a) 
Potency. Proceed as directed in 4 141.1, 
or by the lodometric method as described 
in 4141.5 <d) (1), except dilute the 
sample with sufficient 1 percent phos¬ 
phate buffer pH 6 0 to give a concentra¬ 
tion of 2.0 mg. per milliliter. 

(b) Sterility. Proceed as directed in 
4 141.2. 

<c) Pyrogens. Proceed as directed in 
4 141.3. 

(d) Toxicity. Proceed as directed in 
4 141.4. 

(e) Moisture. Proceed as directed in 
4 141.5 (a). 

<f) pH. Proceed as directed in 4141.5 

(b). x 

(g) Microscopical test for crystallinity. 
Proceed as directed in 5 141.5 (c). 

<h) PeniciUin O content. Proceed as 
directed in 4 141.5 (e) using an accu¬ 
rately weighed sample of approximately 
80 mg. and the following formula for 
calculating the percent of ephedrine 
penicillin G: 


tity of procaine penicillin in this solution 
by the following method: 

(il> Reagents —(a) Sodium nitrite solu¬ 
tion. Dissolve 0.1 gm. of sodium nitrite 
In 100 ml. distilled water. Prepare fresh 
solution every other day. 

(b) Ammonium stuff ornate solution. 
Dissolve 0 5 gm. of ammonium sulfamate 
in 100 mL distilled water. 

(c) N-I ( 1-naphthyl ) -ethylenediamine 
solution. Dissolve 0.1 gm. of N-( 1-naph¬ 
thyl ) -ethylenediamine dihydrochloride 
in 100 ml. distilled water* Prepare fresh 
solution every other day. 

(ill) Standard curve. Prepared stand¬ 
ard solution containing 27.55 mg. of pro¬ 
caine hydrochloride U. S. P. in a liter of 
distilled water (each milliliter of the 
standard solution is equivalent to 60 units 
of procaine penicillin). Transfer, re¬ 
spectively, 1.0. 2.0. 3.0, 4.0. and 5.0 ml. of 
the standard solution and 5.0 ml. of dis¬ 
tilled water to each of six 25-ml. volu¬ 
metric flasks. Add 4.0. 3.0, 2.0, and 1.0 
ml. of water to the first four flasks, re¬ 
spectively. to give each a volume of 5.0 
ml. To each flask add 0.5 ml. of 4N HCI, 
1.0 ml. of the sodium nitrite solution. 1.0 
ml. of the ammonium sulfamate, and 1.0 
ml. of the N-( 1-naphthyl)-ethylenedia- 
minc solution, with mixing after each 
addition. Make each flask to volume of 
50 ml. with distilled water. Read the 
percent light transmission of the colored 
solutions using a 2 0-cm. cell and a 550 
/m» filter in a suitable photoelectric 
colorimeter. The instrument is balanced 
so that the zero concentration reads 
100% light transmission. Prepare a 
standard curve on semilog paper, plotting 
the percent light transmission on the log¬ 
arithmic ordinate scale and the con¬ 
centration of units of procaine penicillin 
on the abscissa* 


Percent of ephedrine penicillin Q- 


Mllligrama N-ethyl piperidine penicillin precipitate x 2232 


Weight of immple In milligram* 
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X 
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(lv) Procedure, By mean* of a volu¬ 
metric pipette transfer to a 50-ml. volu¬ 
metric flask 2.0 ml. of the solution pre¬ 
pared in subparagraph (2) of this para¬ 
graph. Add 0.5 ml of 4N HC1, 1.0 ml. 
of the sodium nitrite solution. 1.0 ml. of 
the ammonium sulfamate solution, and 
1.0 ml of the N-< 1-naphthyl)-ethylene- 
diamine solution with mixing after each 
addition. Make to 50 ml. with distilled 
water. Set the colorimeter at 100% 
light transmission with the 0% concen¬ 
tration blank as directed above and ob¬ 
tain the percent light transmission of 
the sample. The concentration obtained 
directly from the standard curve cor¬ 
responding to the percent light trans¬ 
mission of the sample equals the concen¬ 
tration of procaine penicillin in 2 ml. of 
the solution prepared in subparagraph 
(2> of this paragraph. The content of 
buffered crystalline penicillin in 1.0 ml. 
of the suspension is equal to the differ¬ 
ence between the total number of units 
of penicillin in 2 0 ml. of thg solution as 
determined by subparagraph (2) of this 
paragraph and thff total number of units 
of procaine penicillin in 2.0 ml. of this 
same solution as determined above, mul¬ 
tiplied by 50. The content of buffered 
crystalline penicillin in the batch is sat¬ 
isfactory when determined by the method 
described in this paragraph if it Is not 
less than 85% of that which it is repre¬ 
sented to contain. 

<c> Procaine penicillin ,. The procaine 
penicillin content of the batch is the dif¬ 
ference between the potency determined 
by the method described in paragraph 

(a) of this section and the content of 
buffered crystalline penicillin deter¬ 
mined by the method described in para¬ 
graph <b) of this section. The procaine 
penicillin content of the batch is satis¬ 
factory when determined by the method 
described in this paragraph if it Is not 
less than 85% of that which it is rep¬ 
resented to contain, 

ft 141.33 Buffered penicillin powder. 
Proceed as directed in 99141.1 and 141.5 

(a). 

ft 141.34 Procaine penicillin and crys¬ 
talline penicillin in oil —(a) Total po¬ 
tency. Proceed as directed in ft 141.27 
(a) or by the lodomctric assay procedure 
described in ft 141.5 <e), using in the lat¬ 
ter procedure a 0.5-ml. aliquot of the 
solution prepared as follows: Introduce 
1 ml. of the well-shaken sample, by 
means of a hypodermic syringe, into a 
50-ml. volumetric flask. Make to 50 ml. 
with chloroform-absolute alcohdTU+l) 
solvent and shake well. 

(b) Crystalline penicillin. Proceed as 
directed in ft 141 32 (b). except prepare 
the sample as follows: Introduce 1 ml. 
of the well-shaken sample, by means of 
a hypodermic syringe, into a 30-ml. 
centrifuge tube equipped with a screw 
cap. Add 10 0 ml. of chloroform and 
10.0 ml. of a 20% sodium sulfate solution, 
shake well for about 1 minute and centri¬ 
fuge to obtain a clear upper layer. 

(c) Procaine penicillin. The differ¬ 
ence between the total penicillin as de¬ 
termined by paragraph (a) of this sec¬ 
tion and the crystalline penicillin as de¬ 
termined by paragraph (b) of this sec¬ 
tion represents the amount of procaine 
penicillin present. 


(d) The procaine penicillin and the 
crystalline penicillin content of the batch 
are satisfactory when assayed by the 
methods described in this section if each 
is not less than 85% of that which it is 
represented to contain. 

(e) Sterility. Proceed as directed in 
ft 141.7 (b). 

(f) Moisture. Proceed as directed in 
ft 141.7 <c>. 

ft 141.35 Penicillin-streptomycin oint¬ 
ment, penicillin - dihydrostreptomycin 
ointment —(a) Potency —(1) Pentcillin 
content. Proceed as directed in ft 141.8 
(a). except the last sentence of that par¬ 
agraph. Its content of penicillin is sat¬ 
isfactory if it contains not less than 85% 
of the number of units per gram of oint¬ 
ment that it is represented to contain. 

(2) Streptomycin content Proceed 
as directed In ft 141.101. except para¬ 
graphs (J) and <k) thereof, and in lieu of 
the directions in paragraph (d> of 
ft 141.101. prepare the sample as follows: 
Accurately weigh the container and con¬ 
tents and place 0.5 to 1.0 gm. Into a sep¬ 
aratory funnel containing approximately 
50 ml. of peroxide-free ether. Heweigh 
the container to obtain the weight of the 
ointment used in the test. Shake oint¬ 
ment and ether until homogeneous. 
Shake with a 20-ml. portion of buffer at 
pH 80. Remove the buffer layer and 

/repeat the extraction with three 20-ml. 
quantities of buffer. Combine the ex¬ 
tracts. add sufficient penicillinase to com¬ 
pletely Inactivate the penicillin, make up 
to 100 ml. and let inactivate for 1 hour. 
After inactivation, make the proper es¬ 
timated dilutions in buffer at pH 8.0. 
Its content of streptomycin is satisfac¬ 
tory If It contains not less than 85% of 
the number of milligrams per gram of 
ointment that it is represented to contain. 

<3» Dihydrostreptomycin content. 
Proceed as directed in subparagraph (2) 
of this paragraph, using the dihydro¬ 
streptomycin working standard as a 
standard of comparison. Its content of 
dihydrostreptomycin is satisfactory if it 
contains not less than 85% of the 
number of milligrams per gram of oint¬ 
ment that it is represented to contain. 

(b) Moisture. Proceed as directed in 
ft 141.8 (b). 

ft 141.36 PcniciUin-streptomydn bou- 
Vies, penicillin-dihydrostreptomycin bou¬ 
gies —(a) Potency —(1) Penicillin con¬ 
tent. Proceed as directed in ft 141.9 <a>, 
except the last sentence of that para¬ 
graph. Its content of penicillin Is satis¬ 
factory if it contains not less than 85 
percent of the number of units that it is 
represented to contain. 

<2> Streptomycin content. Using 
twelve bougies, proceed as directed in 
ft 141.101, except paragraph (k) of that 
section, and in addition to the directions 
for the preparation of the sample in 
paragraph <e) of ft 141.101. add sufficient 
penicillinase to the solution under test to 
completely inactivate the penicillin pres¬ 
ent. Its content of streptomycin is satis¬ 
factory if it contains not less than 85 
percent of the number of milligrams that 
it is represented to contain. 

(3) Dihydrostreptomycin content. Us¬ 
ing the dlhydrostreptomycin working 
standard as a standard of comparison 
and using twelve bougies, proceed as dl- 
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rected in 5 141.101 (j). except th^t In 
addition to the directions for the prepa¬ 
ration of the sample In subparagraph <3> 
of that paragraph add sufficient penicil¬ 
linase to the solution under test to com¬ 
pletely inactivate the penicillin present. 
Its content of dlhydrostreptomycin is 
satisfactory if it contains not less than 
85 percent of the number of milligrams 
it is represented to contain. 

(b) Moisture. Proceed as directed in 
ft 141.22 (b). 

ft 141.37 Penicillin-bacitracin oint- 
tncnf— <a) Potency—(1) Penicillin con¬ 
tent. Proceed as directed in ft 141.8 (ft), 
except the last sentence of that para¬ 
graph. Its content of penicillin is satis¬ 
factory if It contains not less than 85% 
of the number of units it is represented 
to contain. 

(2) Bacitracin content. Proceed as di¬ 
rected in ft 141.402 (a), except that suf¬ 
ficient penicillinase Is added to the 
sample under test to completely inacti¬ 
vate the penicillin present. Its content of 
bacitracin Is satisfactory if it contains 
not less than 85% of the number of 
units it is represented to contain. 

(b) Moisture. Proceed as directed in 
ft 141.8 <b). 

$ 141.38 Procaine penicillin and 
streptomycin in oil . procaine penicillin 
and dihydrostreptomycin in oil —(a> 
Potency*-*l) Penicillin content. Proceed 
as directed in ft 141.27 (a) except the last 
sentence thereof. Its content of peni¬ 
cillin is satisfactory if it contains not 
less than 85% of the number of units 
per milliliter that it is represented to 
contain. 

(2) Streptomycin content. Using 1 
ml. as the test sample proceed as directed 
in ft 141.35 (a) (2). Its content of strep¬ 
tomycin is satisfactory if it contains not 
less than 85% of the number of milli¬ 
grams per milliliter that it is represented 
to contain. 

(3) Dihydrostreptomycin content . 
Using 1 ml. as the test sample proceed as 
directed in ft 141.35 (a) (3). Its content 
of dlhydrostreptomycin is satisfactory if 
it contains not less than 85% of the 
number of milligrams per milliliter that 
It is represented to contain. 

<b> Moisture. Using 1 ml. as the test 
sample proceed as directed In ft 141.7 (c). 

ft 141.39 Penicillin and streptomycin , 
penicillin and dihydrostreptomycin —(a) 
Potency —(1) Total penicillin content. 
Proceed as directed in ft 141.1. 

(2) Procaine penicillin and sodium or 
potassium penicillin —<i) Procaine pen¬ 
icillin content. Proceed as directed in 
ft 141.32 (b) (3), except prepare the 
sample as follows: Add the indicated 
amount of distilled water to the contents 
of a vial of the sample and shake well. 
Withdraw one dose of the suspension or 
solution with a hypodermic syringe, place 
in a 250-ml. volumetric flask and make to 
250 ml. with 1% phosphate buffer pH 6.0. 
Dilute a 5 0 ml. aliquot of this solution to 
100 ml. with distilled water. The pro¬ 
caine penicillin found in a 2-mL aliquot 
of this solution X 2500 gives the procaine 
penicillin content of one dose of the 
preparation under test. The content of 
procaine penicillin in the batch is satis¬ 
factory when determined by the method 
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described In this subdivision if It is not 
less than 85% of that which it is repre¬ 
sented to contain. 

<li) Sodium or potassium penicillin 
content. Determine the total penicillin 
content as directed under subparagraph 
<1> of this paragraph. Obtain the so¬ 
dium or potassium penicillin content by 
subtracting the procaine penicillin con¬ 
tent obtained under subdivision (i) of 
this subparagraph from the total peni¬ 
cillin content. The sodium or potassium 
penicillin content of the batch is satis¬ 
factory if it is not less than 86% of 
that which it is represented to contain. 

(3) Streptomycin content. Proceed as 
directed In 5 141.101 (j) and (k>. 

(4) Dihydrostreptomycin content. 
Proceed as directed in 5141.108 (a). 

<b> Sterility. If the sample contains 
streptomycin, proceed as directed In 
5 141.102. except that M. pyogenes var. 
aureus (PCI 1214) is used as the control- 
test organism. If the sample contains 
dihydrostreptomycin add sufficient ster¬ 
ile penicillinase to completely inactivate 
the pqpicillin and proceed as directed in 

4 141.108 (O. 

<c) Toxicitf. Proceed as directed in 

5 141.103. 

<d) Pyrogens . Proceed as directed in 
5 141.104. 

(e) Moisture. Proceed as directed in 
5 141.26 (a). 

<f> pH. Proceed as directed tin 5 141.5 
(b), using the solution or suspension re¬ 
sulting when the amount of diluent rec¬ 
ommended in the labeling is added. 

$ 141.40 Pen tcfllffi tooth powder — 
(a) Potency. Proceed as directed In 
5H1.1. 

(b) Moisture. Proceed as directed in 
5 141.7 (c), but in lieu of the directions 
for preparing the sample in subpara¬ 
graph (3) thereof prepare the sample 
and calculate as follow’s: Accurately 
weigh about 1 gm. of the sample into a 
dry titrating vessel. Add an excess of 
the Karl Fischer reagent and back titrate 
immediately with water-methanol solu¬ 
tion until the end point U reached. (The 
entire operation from the addition of the 
Karl Fischer reagent until the end point 
is reached should not exceed 1 minute.) 

P^ntmoUtur* 'I 00 . 

where W#«weight of sample in milli¬ 
grams. 

5 141.101 Streptomycin sulfate , strep¬ 
tomycin hydrochloride . streptomycin 
phosphate , streptomycin trihydrochlo¬ 
ride calcium chloride; potency— (a) Cyl¬ 
inders (caps). Use cylinders described 
under 5 141.1 (a). 

(b) Culture media. Using ingredients 
that conform to the standards prescribed 
by the U. 8. P. or N. F., make nutrient 
agar for the seed and base layers: 

Peptone- - - 6.0 gm. 

Beef extract__ 8.0 gm. 

Agar —.... lS.Ogtn. 

DU tilled water q. s__1.000.0 ml. 

pH 7.8 to 8.0 after a Utilization. 

(c) Working standard. Keep the 
working standard (obtained from the 
Food and Drug Administration) at room 
temperature in tightly stoppered vials, 
which in turn are kept in larger stop- 
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peted vials containing anhydrous mag¬ 
nesium perchlorate. Dry an appropri¬ 
ate amount of the working standard as 
described in 5141.5 (a) (the moisture- 
free working standard has a potency of 
780 micrograms per milligram). Dissolve 
the weight of dry working standard ob¬ 
tained in 0.05 M potassium phosphate 
buffer (pH 6.0). Keep this stock solution 
at a temperature of about 15 # C.; do 
not use it later than 30 days after it is 
made. 

(d> Standard curve. Prepare daily in 
0.10 M potassium phosphate buffer (pH 
7.8 to 8.0) a 20 mcg./ml. solution from 
the stock solution described in $ 141.101 
(C). Transfer to ten 100-ml. volumetric 
flasks, containing the same buffer, the 
required quantities of this 20 mcg./ml. 
solution to give 0.6, 0.7, 0.8, 0.9. 1.0, 1.1, 
12,1,3.1.4, and 1.5 mcg./mL solutions. A 
total of 27 plates is used in the prepara¬ 
tion of the standard curve, three plates 
for each solution except the 1.0 mcg./ml. 
solution. The latter concentration is 
used as the reference point and Is in¬ 
cluded on each plate. On each of 
three plates fill 3 cylinders with the 
1.0 racg./ml. standard and the other 
3 cylinders with the concentration un¬ 
der test. Thus there will be 81 one mi¬ 
crogram determinations and 9 deter¬ 
minations for each of the other points 
on the curve. After the plates have in¬ 
cubated read the diameters of the cir¬ 
cles of inhibition. Average the readings 
of the 1.0 mcg./ml. concentration and 
the readings of the point tested for each 
set of 3 plates and average also all 81 
readings of the 1.0 mcgyml. concentra¬ 
tion. The average of the 81 readings of 
the 1.0 mcg./ml. concentration is the 
correction point for the curve. Correct 
the average value obtained for each 
point to the figure It would be If the 1.0 
mcg./ml. reading for that set of three 
plates were the same as the correction 
point. Thus, if in correcting the 0.8 
unit concentration, the average of the 81 
readings of the 1.0 meg ./ml. concentra¬ 
tion Is 16/ mm. and the average of the 
1.0 mcg./ml. concentration of this set of 
3 plates is 16.3 mm. the correction is 0.2 
mm. If the average readings of the 0.8 
mcg./ml. concentration of these same 
3 plates is 15.9 mm. the corrected value 
Is then 16.1 mm. Plot these corrected 
values including the average of the 1.0 
mcg./ml. concentration on 2 cycle semi- 
log paper using the concentration in 
mcg./ml. as the ordinate (the logarith¬ 
mic scale) and the diameter of the zone 
of inhibition as the abscissa. Draw the 
standard curve through these points. 
The ten points selected to determine the 
curve are arbitrary and should be so 
chosen that the limits of the curve will 
fill the needs of the laboratory. How¬ 
ever, the potency of the sample under 
test should fall in the Interval of ;rom 
60 percent to 150 percent of the correc¬ 
tion point of the standard curve. 

(e) Preparation of sample. Dissolve 
volumetrlcaUy in sterile, distilled water, 
the sample to be tested to make a con¬ 
venient stock solution. Further dilute 
tins solution volumetrlcaUy to contain 
100 meg. of streptomycin base (esti¬ 
mated) per ml. Transfer 1.0 ml. of this 
100 meg. (estimated) per mL solution 


to a 100 ml. flask and make up to volume 
with 0.10 M potassium phosphate buf¬ 
fer (pH 7.8 to 8.0), Use this last dilu¬ 
tion in the assay for potency. 

<f) Preparation of spore suspension. 
The test organism is Bacillus subtIUs 
(American Type Culture CoUection 
6633). Maintain the test organism on 
nutrient agar prepared as described In 
5 141.1 (b) (1). Prepare a spore sus¬ 
pension by growing the organism *n 
Roux bottles on agar of this same com¬ 
position for one week at 32* C.-35 5 C 
Suspend the spores In sterile distilled 
water and heat for 30 minutes at 65" C. 
Wash the spore suspension three times 
with sterile distilled water, heat again 
for 30 minutes at 65° C. and resuspend 
in sterile distilled water. Maintain the 
spore suspension at approximately 15° C. 
Determine by appropriate tests the 
quantity of spore suspension to be added 
to each 100 ml. of agar for the secondary 
layer that will give sharp clear zones of 
inhibition. - 

(g) Preparation of-plates. Add 21 mi. 
of agar described In paragraph (b) of 
this section to each Petri dish (20x100 
mm.). Melt the agar to be used for the 
secondary layer, cool to 55 to 60° C. and 
add the spore suspension prepared in 
5 141.101 (f). Mix thoroughly and add 
4 ml. to each of the plates containing the 
21 ml. of the uninoculated agar. Tilt the 
plates back and forth to spread the 
inoculated agar evenly over the surface. 
Refrigerate until ready to add strepto¬ 
mycin (at least 1 hour). 

(h) Plate assay. Place six cylinders 
on the inoculated agar surface so that 
they are at approximately 60° intervals 
on 2.8 cm. radius. Use three plates for 
each sample. Fill three cylinders on 
each plate with the 1.0 meg./ml stand¬ 
ard and three cylinders with the 1.0 
mcg./ml. (estimated) sample, alternat¬ 
ing standard and sample. Incubate the 
plates for 16 to 18 hours at 32 c C.-35* C. 
and measure the diameter of each circle 
of inhibition. 

(I) Estimation of potency. Average 
the zone readings of the standard and 
average the zone readings of the sample 
on the three plates used. If the sample 
gives a larger average zone size than the 
average of the standard, add the differ¬ 
ence between them to the 1.0 meg. zone 
size of the standard curve. If the aver¬ 
age sample value is lower than the stand¬ 
ard value, subtract the difference bc- 

them from the 1.0 meg. value on 
the curve. From the curve read the po¬ 
tencies corresponding to these corrected 
values of zone sizes. 

(J) Turbidimetric assay. In lieu of 
the plate assay method described in 
paragraph (h) of this section the sample 
mny be assayed for potency by the fol¬ 
lowing turbidimetric method: (1) Em¬ 
ploy the agar described in paragraph 
(b> of this section (adjusted to a final 
pH 7.0> for maintaining the test 
organism, which is Klebsiella pneu¬ 
moniae (P. C. I. 602) non-capsulated. 
Transfer stock cultures every two weeks 
for test purposes. Transfer the organism 
to fresh agar slants and incubate at 32* 
C.-35° C. for 6 hours. Suspend the 
growth from two or three of these slants 
in sterile distilled water and add ap- 
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proximately 5 ml. of culture suspension 
to each of two Roux bottles containing 
the agar described in paragraph <b> of 
this section. Incubate the bottles for six 
hours at 32® C.-35® C.. harvest the 
growth and suspend in sufficient sterile 
distilled water to give a light transmis¬ 
sion reading of 80 percent using a Alter 
at 6500 Angstrom units in a photoelectric 
colorimeter. Keep the resulting suspen¬ 
sion of organisms in the refrigerator and 
use for a period not to exceed two weeks. 
Prepare a daily Inoculum by adding 6.0 
mi. of this suspension to each 100 ml. 
of the nutrient broth prepared as 
directed in 5 141.1 (b) (3) cooled to a 
temperature of approximately 15° C. 

(2) Working standard solutions . Add 
the following amounts of a 1000 micro- 
gram per ml. solution prepared from the 
stock solution described in paragraph 
(c) of this section to 100 ml. volumetric 
flasks confining sterile distilled water 
and bring !o volume to give the working 
stock solutions tabulated below. These 
9 flasks are well stoppered and main¬ 
tained at approximately 15* C. for one 
month. Prepare final dilutions daily by 
adding 2.1 ml. of each of these 9 work¬ 
ing stock solutions to 4.8 ml. of sterile 
distilled water. Add 1.0 ml. of each Anal 
dilution to each of six 14 x 124 mm. tubes 
(total 54 tubes). Add 9.0 ml. of inocu¬ 
lated broth described in subparagraph 
(1) of this paragraph to each tube and 
place immediately in a 32* C.-35* C. 
water bath for 4 hours. The Anal con¬ 
centration of streptomycin per ml. of 
broth is also included in the table below. 


Amount of 
standard •elu¬ 
tion (1.000 
tnc*./mU 

Work In* Gtmej 

Final coor. 
(me*./ml.) titer 

mL (also per¬ 

Addition of <ii»- 

cent cone.) 

tillcd WAt9f 
tod broth 

Ml. 

<10 

*«• 


7.0 

70 

2.1 

&0 


2.4 

9.0 

90 

2.7 

MlO 

100 

3.0 

ir.o 

no 

13 

110 t 

130 

3.0 

no 

'm 

2.9 

110 

140 

4.2 


(3) Preparation of sample. Dilute the 
sample under test with sterile distilled 
water to contain 100 mcg./ml. (esti¬ 
mated). To 2.1 ml. of the sample add 
4.8 mL sterile distilled water. Add 1.0 

ml. of this dilution to each of six 14 x 124 

mm. tubes. Add 9.0 Al. of the inocu¬ 
lated broth described in subparagraph 
(1) of this paragraph to each tube and 
place immediately in a 32° C.-35* C. 
water bath for 4 hours. A control tube 
containing 1.0 ml. of distilled water and 
9.0 ml of the Inoculated broth is simi¬ 
larly incubated. After incubation, add 
4 drops of formalin to each tube, and 
read the light transmission in a photo¬ 
electric colorimeter, using a broad band 
Alter having a wave length of 5,300 Ang¬ 
strom units. 

(4) Estimation of potency . Average 
the light transmission readings for each 
concentration of the standard. Plot 
these values on cross section paper, em¬ 
ploying average light transmission read¬ 
ings as the ordinate, and streptomycin 
concentration per mL of broth as the 
abscissa. Prepare the standard curve 
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by connecting successive points with a 
straightedge. Since the Anal concen¬ 
tration of streptomycin per ml. of broth 
Is equivalent to the concentration per ml. 
of the working stock solution (see table 
In subparagraph (2) of this paragraph) 
the latter concentrations for each con¬ 
centration level of the standard may be 
expressed as percent and substituted on 
the abscissa of the standard curve. If 
this is don* the percent potency of the 
sample under test may be read directly 
from the standard curve. 

<k) Potency. The potency of strepto¬ 
mycin Ls satisfactory, when assayed by 
the methods described in this section, if 
the immediate containers contain 90 per¬ 
cent of the number of grams they are 
represented to contain. 

ft 141.102 Streptomycin sulphate . 
streptomycin hydrochloride , streptomy¬ 
cin phosphate, streptomycin trihydro - 
chloride calcium chloride; sterility — 
(a) Culture medium. Prepare fluid 
thioglycollate medium as described in 
ft 141.2 (a>. 

(b) Conduct of test. Add aseptically 
20 ml. of sterile distilled water to the 
sample under test. (This will give a con¬ 
centration of approximately 50 mg. of 
streptomycin per ml. with the 1 gm. vial.) 
Transfer the equivalent of 25 mg. of this 
solution to 5 ml. of a sterile solution of 
1:300 hydroxylamine hydrochloride ad¬ 
justed to pH 6.0 with sodium hydroxide. 
The hydroxylamine hydrochloride is 
sterilized at 15 lbs. pressure (121 s C.) 
for 20 minutes and prepared once a week. 
Mix thoroughly and let stand for one 
hour. Transfer 1.0 ml of the inactivated 
streptomycin to each of four tubes con¬ 
taining 15 ml. of fluid thioglycollate me¬ 
dium. Inoculate one of these tubes with 
1.0 ml of a 1:1000 dilution of a 3 to 4 
hour broth (1141.101 (J) <1>) culture of 
Klebsiella pneumoniae (P. C. I. 602 ) and 
Incubate all four tubes for four days at 
32° C.-35® C. The inoculated tube should 
show growth at the end of four days; if 
so and no other tube shows growth, the 
sample is sterile. 

ft 141.103 Streptomycin sulphate , 
streptomycin hydrochloride , streptomy¬ 
cin phosphate , streptomycin trihydro- 
chloride calcium chloride; toxicity. Pro¬ 
ceed as directed in ft 141.4 using as a test 
dose 0 5 ml. of a solution containing 2 
mg./ml. 

5 141.104 Streptomycin sulphate , 
streptomycin hydrochloride , streptomy¬ 
cin phosphate, streptomycin trihydro¬ 
chloride calcium chloride; pyrogens . 
Proceed as directed In 1141.3 using as a 
test dose 1.0 ml. per kg. of a solution con¬ 
taining 10 mg./ml. 

ft 141.105 Streptomycin sulphate , 
streptomycin hydrochloride . streptomy¬ 
cin phosphate , streptomycin trihydro¬ 
chloride calcium chloride; histamine. 
Use a healthy adult cat as the test ani¬ 
mal. Determine weight and place under 
general anesthesia by employing suffi¬ 
cient (150 mg./kg.) sodium phenobar- 
bltal administered intraperitoneaily. 
Surgically expose the right carotid sep¬ 
arating it completely from all surround¬ 
ing structures, including the vagus 
nerve, by blunt dissection and cannuiate. 
Surgically expose the femoral vein. 


Start the recording kymograph and in¬ 
spect the tracings for amplitude of ex¬ 
cursion and relative stability of pressure. 
Determine the sensitivity of the animal 
by injecting into the femoral vein stand¬ 
ard solutions of histamine made to con¬ 
tain the equivalent of 1.0 meg. of his¬ 
tamine base per ml. Make Injections at 
not less than 5-minute intervals using 
doses of 0.05. 0.1. and 0.15 meg. of his¬ 
tamine base per kg. Repeat these in¬ 
jections. disregarding the first scries of 
readings, until the drop given by equiva¬ 
lent doses of histamine is relatively 
uniform. The fall in blood pressure 
given by 0.1 meg./kg. of histamine base 
(not less than 20 mm. of mercury) is 
subsequently employed as the standard 
In testing samples. The histamine 
standard Is supplied on request. Inject 
3 mg./kg. of the sample of streptomycin 
per ml. maintaining the flve-minute in¬ 
jection schedule. If a significant drop 
is encountered the dose is repeated after 
the animal has been retested with the 
standard histamine. The animal may 
be used as long as it remains reasonably 
stable and responsive to histamine. The 
product is satisfactory if the fall in blood 
pressure obtained with 3 mg. of strepto¬ 
mycin per kilogram of body weight is no 
greater than the fall obtained with 0.1 
microgram of histamine base per kilo¬ 
gram of body weight. (Dogs may be 
substituted for cats in this test provided 
the ratio of the doses of streptomycin 
and histamine employed is the same.) 

5141.106 Streptomycin sulphate , 
streptomycin hydrochloride , streptomy¬ 
cin phosphate, streptomycin trihydro¬ 
chloride calcium chloride —(a) Moisture. 
Proceed as directed in $ 141.5 (a). 

(b) pH, Proceed as directed in ft 141.5 
(b) using a solution with a concentration 
of 0.2 gm./mL 

ft 141.107 Streptomycin ointment, di¬ 
hydrostreptomycin ointment —(a) Sfrep- 
tomycin content. (1> Proceed as directed 
in ft 141.101. except paragraphs (J) and 
<k) thereof, and in lieu of the directions 
in paragraph (e) of ft 141.101. prepare 
the sample as follows: 

Accurately weigh the tube and contents 
and squeeze approximately 1.0 gm. into a 
blending Jar containing 50 ml. of 0.10 M 
potassium phosphate buffer (pH 7.8 to 
8.0). Reweigh the tube to obtain weight 
of ointment used in the test. Using a 
high-speed blender, blend the mixture for 
3 minutes. Dilute an aliquot of the mix¬ 
ture to contain 100 meg. of streptomycin 
base (estimated) per milliliter. Trans¬ 
fer 1.0 ml. of this solution to a 100-ml. 
flask and make up to volume with 0.10 M 
potassium phosphate buffer (pH 7.8 to 
8.0). * Use this last dilution in the assay 
for potency. The potency of strepto¬ 
mycin ointment is satisfactory if it con¬ 
tains not less than 85 percent of the 
number of micrograms of streptomycin 
base per gram it Is represented to contain. 

(2) Dihydrostreptomycin content. 
Proceed as directed in subparagraph (1) 
of this paragraph, using the dihydro¬ 
streptomycin working standard as a 
suuidard of comparison. Its content of 
dilftrdrostreptomycin is satisfactory if lfc 
contains not less than 85% of the number 
of micrograms of dihydrostreptomycln 
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base per gram It Is represented to con¬ 
tain. 

§ 141.108 Dihydrostreptomycin sul¬ 
fate. crystalline dihydrostreptomycin 
sulfate, dihydrostreptomycln hydro- 
chloride— (a) Potency. Using the di- 
hydrostreptomycln working standard as 
a standard of comparison, proceed as 
directed in $ 141.101 <J> and <k>. 

<b> Content of streptomycin sulfate 
or streptomycin hydrochloride —(1) Rea¬ 
gents. (i) 10 percent ferric chloride stock 
rolution. Dissolve 5 cm. of FeCl<6HiO in 
SO ml. 0.1N Ha. 

<ii> 0.25 percent ferric chloride solu¬ 
tion—Dilute 2.5 ml. of 10 percent ferric 
chloride in 0.1N HC1 to ICO ml. with 0.01N 
HC1. Prepare the solution fresh daily. 

(3) Standard curve. Prepare a stock 
aqueous solution of the Food and Drug 
Administration working standard con¬ 
taining 1.0 mg. of streptomycin base per 
milliliter. Store this standard solution 
In the refrigerator and use for no longer 
than 2 weeks. Transfer 1.0, 2.0, 3.0, 4.0. 
and 5.0 ml. of this standard solution and 
10 ml. of distilled water to each of six 
25-m). volumetric flasks. Add 0.0, 8.0. 
7.0. and 6 0 ml. of distilled water to the 
first four tubes, respectively, to give each 
a total volume of 10 ml. To each add 2.0 
mL of IN NaOH and then heat the flasks 
in a boiling water bath for 10 minutes. 
Cool the flasks in ice water for 3 minutes 
and acidify the solutions with 2.0 ml. of 
13N HC1. To each flask add 5.0 ml. of 
0.25% ferric chloride reagent, make to 
volume with distilled water, and mix 
thoroughly. Transfer the colored solu¬ 
tions to 2.0-cm. absorption cells and 
measure the percent light transmission 
at 550 mp in a suitable photoelectric 
colorimeter. Set the colorimeter at 100% 
light transmission for the zero concen¬ 
tration and then obtain the percent light 
transmission of the sample. Prepare a 
standard curve on semilog paper, plot¬ 
ting the percent light transmission on 
the logarithmic ordinate scale and the 
concentration of streptomycin base on 
the abscissa. 

(3) Procedure. Dilute the contents of 
a 1-gm. vial to 50 ml. with distilled water 
(dilute vials containing larger quantities 
to make solutions having the same con¬ 
centration). Transfer a 10-ml. aliquot 
of this solution to a 25-ml. volumetric 
flask, add 2.0 ml. of IN NaOH and heat 
in a boiling water bath for 10 minutes. 
Cool in Ice water for 3 minutes and 
acidify the solution with 2.0 ml. of 
1.2N HC1. Add 5 0 ml. of 0.25% ferric 
chloride reagent. Make to volume with 
distilled water. Transfer the colored 
solution to a 2.0-cm. absorption cell and 
measure the percent light transmission 
at 550 in a suitable photoelectric 
colorimeter. 8et the colorimeter at 100% 
light transmission for the zero concen¬ 
tration and then obtain the percent light 
transmission of the sample. The con¬ 
centration of streptomycin obtained 
directly from the standard curve corre¬ 
sponding to the percent light transmis¬ 
sion of the sample, times 500, divided by 
the total milligrams per vial obtained by 
biological assay, equals the percent of 
streptomycin. * 

(c) Sterility —(1) Culture medium. 
Prepare fluid thioglycollate medium as 
described in §141.2 (a). 


(2) Conduct of test. Add aseptlcally 
to each of two tubes containing approxi¬ 
mately 15 ml. of fluid thioglycollate me¬ 
dium 1.0 ml. of a 5000-meg. per milliliter 
dilution in sterile distilled water of the 
dihydrostreptomycln under test Add 0.1 
ml. of (he 5000-meg. per milliliter dilu¬ 
tion to two additional tubes of thiogly- 
collate medium. Incubate at 32* C.- 
35* C. for 4 days. If no tube shows 
growth the sample is satisfactory. This 
method will demonstrate only those or¬ 
ganisms which are not susceptible to 
this concentration of dihydrostrepto- 
mycin. 

fd> Toxicity, pyrogens, histamine, 
moisture. pH. crystallinity. Proceed as 
directed in $8 141.103, 141.104. 141.105. 
141.106, and 141.5 <c). 

! 141.109 Streptomycin tablets, di¬ 
hydrostreptomycin tablets —(a) Po¬ 
tency —(1) Streptomycin content. Us¬ 
ing 12 tablets, proceed as directed in 
5 141.101, except paragraph <k> of that 
section. The average potency of strep¬ 
tomycin tablets is satisfactory If It con¬ 
tains not less than 85 percent of the 
number of milligrams It is represented 
to contain. 

<2> Dihydrostreptomycin content. 
Proceed as directed In subparagraph (1) 
of this paragraph, using the dihydro¬ 
streptomycln working standard as a 
stane rd of comparison. The average 
potency of dihydrostreptomycln tablets 
Is satisfactory if it contains not less than 
85 percent of the number of milligrams it 
Is represented to contain. 

*b) Moisture. Proceed as directed in 
§ 141.5 (a). 

f 141.110 Streptomycin for topical 
use —(a) Potency. Proceed as directed 
In 8141.101. except paragraph <k) there¬ 
of. The potency of streptomycin for 
topical use Is satisfactory If the im¬ 
mediate containers are represented to 
contain: 

(1) Less than 500 mg. and contain 
85% or more of the number of milligrams 
so represented: 

(2) More than 500 mg. and contain 
90% or more of the number of milli¬ 
grams so represented. 

<b) Sterility, toxicity, pyrogen*. hista¬ 
mine, moisture, pH. Proceed as directed 
in 85 141.102. 141.103, 141.104. 141.105. 
and 141.106. 

5 141.111 Streptomycin sulfate solu¬ 
tion. dihydrostreptomycin sulfate solu¬ 
tion. crystalline dihydrostreptomycin 
sulfate solution. Proceed as directed in 
55 141.101, 141.102, 141.103. 141.104, 14L- 
105. and 141.106 (b), if it is streptomycin 
sulfate solution. If It Is dihydrostrep- 
tomycln sulfate solution or crystalline 
dihydrostreptomycln sulfate solution, 
proceed as directed in 5 141.108. 

5 141.113 Streptomycin - polymyxin- 
bacitracin tablets — (a) Tablets — (1) 
Potency—(l) Streptomycin content . 
Using 12 tablets, proceed as directed in 
5 141.101. except paragraphs (J) and (k) 
of that section. Its content of strepto¬ 
mycin is satisfactory If It contains not 
less than 85% of the number of milli¬ 
grams that it Is represented to contain. 

(11) Polymyxin content. Using an ali¬ 
quot of the solution prepared under sub¬ 
division (1) of this subparagraph. 


proceed as directed In paragraph <b> of 
this section. Its content of polymyxin 
is satisfactory if it contains not less than 
85% of the number of units that it is 
represented to contain. 

(Ill) Bacitracin content. Using an 
aliquot of the solution prepared under 
subdivision (1) of this subparagraph, 
proceed as directed in 5 141.403 (a), ex¬ 
cept the last sentence of that paragraph 
and except that sufficient semi-carbazidc 
6.5% solution (pH 6.5-7.0) is added to 
inactivate (1 hour at room temperature* 
the streptomycin contained in the solu¬ 
tion. Its content of bacitracin Is satis¬ 
factory if it contains not less than 85% 
of the number of units that it is repre¬ 
sented to contain. 

<2> Moisture. Proceed as directed in 
5 141.5 (a). 

<b) Polymyxin used in making the 
tablets—^(l) Potency— H) Cylinders 
(cups). Use cylinders desorbed under 
§141.1 (a). - 

(111 Culture medium. Using ingredi¬ 
ents that conform to the standards pre¬ 
scribed, If any. by the U. S. P. or N F.. 
make nutrient agar for the seed and fca.e 
layers: 


Pancreatic digest of casein_... 15.0 gm. 

Papalc digest of soybean.. 5.0 gm. 

Sodium chloride....__ 5.0 gm. 


Agar---.... 15,0 gm. 

Distilled water, q. ■.. 1.0000 ml. 

In lieu of preparing the medium from 
the individual ingredients as specified. 
It may be prepared from a dehydrated 
mixture which, when reconstituted with 
diHilled water, has the same composition 
as such medium. Minor modifications 
of the specified individual ingredients 
are permissible if the resulting medium 
possesses growth-promoting properties at 
lean eqral to the medium dc-cribed. 

(Ul) Working standard. Weigh out a 
svracient quantity of the working stand¬ 
ard (obtained from the Food and Drug 
Administration) and make a convenient 
stock solution by diluting with glycine 
buffer, which is prepared as follows: 

Glycine.___3.6 gm. 

Sodt'im chloride_3.0 gro. 

Distilled water, q. s_ 1,000.0 ml. 

(Adjust to pH 2.0 with concentrated 
HCI.) 

<iv> Standard curve. Prepare daily a 
standard curve as directed in 8141.101 
(d). using solutions of the polymyxin 
working standard in glycine buffer (de¬ 
scribed under dtobdJ vision (ill) of this 
subparagraph > in concentrations of 200, 
400, 600. 800, 1.000, 1.200, 1.400. 1.600. 
1,800. and 2,000 units per milliliter. The 
1.000 units-per-milliliter concentration 
is used as the reference point. 

<v> Preparation of test organism. 
The test organism is Brucella bronchl- 
septica (American Type Culture Collec¬ 
tion 4617) which is maintained on a<?ar 
described under subdivision <U) of this 
subparagraph. Prepare the inoculum by 
transferring the culture from the agar 
slant Into sterile broth, and incubate 
overnight at 32* C.-35* C. Prepare the 
broth used as follows: 


Pancreatic digest of casein_17.0 gm. 

Papaic digest of soybean....... 3 0 gm. 

Sodium chloride...5.0 gm. 

Dlpotassium phosphate __ 2.6 gm. 

Dextrose...... ... 2 5 gm. 


Distilled water, q. a........_ 1.000.0 ml. 
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For the seed layer use approximately a 
0.5% Inoculum. 

<vl) Preparation of plates. Using the 
agar described in subdivision (U) of 
this subparagraph, prepare the plates as 
described in §141.101 (g). 

<vii) Assay. Dissolve volumetrically 
into the sterile glycine buffer described 
in subdivision (lii) of this subparagraph 
the sample to be tested to a final con¬ 
centration of 1,000 units (estimated) 
per milliliter and proceed as directed in 
§ 141.101 <h> and <1). 

(2) Toxicity. Proceed as directed in 
1141.4. using 0.5 ml. of a solution pre¬ 
pared by diluting the sample to approx¬ 
imately 1,200 units per milliliter with 
physiological salt solution. 

\ 141.113 Streptomycin syrup —(a) 
Potency. Proceed as directed in 
§ 141.101. except paragraph (k) thereof. 
Its potency is satisfactory if it contains 
not less than 85 percent of the number 
of milligrams of streptomycin per milli¬ 
liter it is represented to contain. 

§ 141.201 Aureomycin hydrochloride — 
(a) Potency —(1) Cylinders (cups). Use 
cylinders described under § 141.1 (a). 

(2) Culture media. Use a medium 
described under § 141.1 <b> (1) and <2> 
for the seed layer and the base layer. 
Use a nutrient broth described under 
§ 141.1 (b) (3) for preparing a suspen¬ 
sion of the test organism. 

(3) Working standard . Weigh out 
carefully an appropriate amount of the 
aureomycin working standard and dilute 
to 1,000 micrograms per milliliter in 
water. The standard solution, when re¬ 
frigerated, may be used for 7 days. The 
standard solution may be preserved for 
at least 2 months by freezing in small 
aliquots. Each aliquot should be suf¬ 
ficient for one day's use only. 

(4) Preparation of sample. Dissolve 
the sample to be tested in sterile distilled 
water to make an appropriate stock 
solution. Make the final dilution in 1 
percent phosphate buffer pH 6.0 to con¬ 
tain 20 micrograms per milliliter. 

(5) Preparation of suspension. The 
test organism is Sarclna lutea (P. C. I. 
1001 and American Type Culture Collec¬ 
tion 9341), Maintain the test organism 
on slants of nutrient agar prepared as in 
subparagraph <2) of this paragraph, and 
transfer to a fresh agar slant once a 
week. Prepare a suspension of the test 
organism as follows: Streak an agar 
slant heavily with a test organism. 
Wash the growth off with 3 milliliters of 
nutrient broth. Use the suspension so 
obtained to inoculate the surface of a 
Roux bottle containing 300 milliliters of 
the nutrient agar. Spread the suspen¬ 
sion over the entire surface with the aid 
of sterile glass beads. Incubate for 24 
hours at 26' C. Wash growth from the 
agar surface with 25 milliliters of nutri¬ 
ent broth prepared as in subparagraph 
<2> of this paragraph. If an aliquot of 
this bulk suspension, when dilutee! with 
nutrient broth 1:10, gives 10 percent 
light transmission in a suitable photo¬ 
electric colorimeter equipped with a 
filter having a wave length of 6500 Ang¬ 
strom units, the bulk suspension is sat¬ 
isfactory for use. It may be necessary 
to adjust the bulk suspension by dilution 
so that an aliquot of the adjusted sus¬ 


pension diluted 1:10 gives 10 percent of 
light transmission. (The adjusted bulk 
suspension only and not the 1:10 dilution 
of It Is used in preparing the seed layer.) 
The bulk suspension may be used for 
at least one week. Add 0.5 to 1.0 milli¬ 
liter of the adjusted bulk suspension to 
100 milliliters of agar which has been 
melted and cooled to 48* C. 

<6> Preparation of plates . Add 21 
milliliters of the agar prepared as in 
subparagraph (2) of this paragraph to 
each Petri dish (20 x 100 mm.) Distrib¬ 
ute the agar evenly in the plates and 
allow it to harden. Use the plates the 
same day they are prepared. Add 4.0 
milliliters of the inoculum as prepared in 
subparagraph (5) of this paragraph to 
each plate, tilting the plates back and 
forth to spread the inoculated agar 
evenly over the surface. 

(7) Assay . Place six cylinders on the 
inoculated agar surface so that they are 
at approximately 60* intervals on a 2.8- 
centimpter radius. Use three plates for 
each sample. Pill three cylinders on each 
plate with the 20 micrograms per mil¬ 
liliter standard and three cylinders with 
the 20 micrograms per milliliter (esti¬ 
mated) sample, alternating standard 
and sample. At the same time prepare 
a standard curve using concentrations 
of the standard of 8.0, 10.0, 12.0, 16.0, 
20.0. 24,0, 28.0, 32.0, and 36.0 micro- 
grams per milliliter in 1 percent phos¬ 
phate buffer pH 6.0. A total of 24 
plates is used in the preparation 
of this standard curve, three plates 
for each solution, except the 20 micro- 
grams per milliliter solution. The latter 
concentration is used as the reference 
point and is included on each plate. On 
each of three plates fill three cylinders 
with the 20 micrograms per milliliter 
standard and the other three cylinders 
with the concentration of the standard 
under test. Thus, there will be 72 
twenty-microgram determinations and 
nine determinations for each of the other 
points on the curve. Incubate the plates 
for 16 to 18 f hours at 32* C.-35* C. and 
measure the diameter of each circle of 
inhibition. Average the readings of the 
20 micrograms per milliliter concentra¬ 
tion and the readings of the point tested 
for each set of three plates and average 
also all 72 readings of the 20 micrograms 
per milliliter concentration. The average 
of the 72 readings and the 20 micrograms 
per milliliter concentration is the cor¬ 
rection point for the curve. Correct the 
average value obtained for each point 
to the figure it would be If the 20 micro- 
grams per milliliter reading for that set 
of three plates were the same as the 
correction point. Thus, if in correcting 
the 16 micrograms per milliliter concen¬ 
tration the average of the 72 readings of 
the 20 micrograms per milliliter concen¬ 
tration is 18.0 millimeters, and the aver¬ 
age of the 20 micrograms per milliliter 
concentration of this set of three plates 
Is 17.8 millimeters, the correction is + 0.2 
millimeter. If the average reading of 
the 16 micrograms per milliliter concen¬ 
tration of those same three plates is 17.0 
millimeters, the corrected value is then 
17.2 millimeters. 

Plot these corrected values, including 
the average of the 20 micrograms per 
milliliter concentration on two-cycle 


semilog paper, using the concentration 
in micrograms per milliliter as the ordi¬ 
nate (the logarithmic scale) and the 
diameter of the zone of Inhibition as the 
abscissa. Draw the standard curve 
through these points. 

To estimate the potency of the sample, 
average the zone readings of the stand¬ 
ard and the zone readings of the sample 
on the three plates used. If the sample 
gives a larger zone size than the average 
of the standard, add the difference be¬ 
tween them to the 20 micrograms per 
milliliter unit zone on the standard curve. 
If the average value is lower than the 
standard value, subtract the difference 
between them from the micrograms per 
milliliter unit value on the curve. From 
the curves read the potencies cor¬ 
responding to these corrected values of 
zone sizes. 

(8) Turbidimctric assay. In lieu of 
the plate assay method described above, 
the sample may be assayed for potency 
by the following turbidimctric method: 

(i) Test culture and media. Employ 
the agar described in paragraph (b), 
§ 141.1 for maintaining the test organ¬ 
ism which is M. pyogenes var. aureus 
(P. C. I. 209-P and American Type Cul¬ 
ture Collection 6538-P). Transfer the 
organism to fresh agar slants and incu¬ 
bate at 32* C.-35* C. overnight. For use 
in the assay, suspend dally the growth 
from a fresh slant in a small amount of 
nutrient broth prepared as in i 141.1 (b) 
(3) and transfer to a flask containing 
sufficient nutrient broth warmed to 32* 
C.-35* C. (about 150 milliliters) to give a 
light transmission reading of 85 percent 
using a filter at 6,500 Angstrom units in 
a photoelectric colorimeter. Prepare 
the daily inoculum by adding 40 milli¬ 
liters of this suspension to each liter of 
nutrient* broth needed for the test. 

(il) Working standard and solutions. 
Prepare a standard stock solution as 
described in subparagraph (3) of this 
paragraph, or dissolve a weighed portion 
of working standard in M/10 monopo- 
tasslum phosphate buffer pH 4.5 to con¬ 
tain 10 micrograms per milliliter. Small 
aliquots, each sufficient for a day's test, 
if kept frozen, may be used for at least 
two months. 

To prepare solutions for the standard 
curve, make further dilutions of the 
stock solution to contain 0.1 microgram 
and 0.2 microgram per milliliter respec¬ 
tively in phosphate buffer solution. To 
a triplicate series of 18 x 105 millimeter 
tubes add 0.1. 0.2. 0.3. 0.4. 0.5, 0.6. 0.7. 
0 .8, 0.9, and 1.0 milliliter respectively of 
the 0.1 microgram per milliliter solution, 
and to another triplicate series of tubes 
add 0.1. 0.2. 0.3, 0.4, and 0.5 milliliter, 
respectively, of the 0.2 microgram per 
milliliter solution. Adjust volumes of all 
tubes to 1.0 milliliter with buffer solution. 

To prepare solutions for use in adjust¬ 
ing the photoelectric colorimeter, dilute 
the stock solution of the working stand¬ 
ard to 1.0 microgram^>cr milliliter and 
add 1.0 milliliter of this solution to each 
of 10 tubes. To another series of 10 tubes 
add 1.0 milliliter of the M/10 monopotas- 
alum phosphate buffer. pH 4.5. 

To each of all the above tubes add 9.0 
milliliters of Inoculated broth described 
In subdivision (i) of this subparagraph 
and place immediately in a water bath 
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at 32° C.-35 C. for 3 Vj hours. Then add 
0.5 milliliter of formalin diluted 1:3 to 
each tube. 

(id) Preparation of sample. Dilute 
sample under test with M 10 monopotas¬ 
sium phosphate buffer pH 4.5 to contain 
0.06 micro** ram per milliliter i esti¬ 
mated). (The stock solution may be 
prepared in distilled water.) Add 1.0 
milliliter of this dilution to each of three 
18 x 150 millimeter tubes. Add 9.0 milli¬ 
liters of inoculated broth described in 
subdivision «i> of this subparagraph to 
each tube and place immediately in a 
32° C.-35 0 C. water bath for 3*4 hours. 
After incubation add 0.5 milliliter of 
formalin diluted 1:3 to each tube and 
read the percent light transmission in a 
photoelectric colorimeter, using a broad 
band filter having a light transmission 
of 5.800 Angstrom units. 

(IV) Estimation of potency . Average 
the light transmission readings tor each 
concentration of the standard. Plot 
these values on cross-section paper using 
average light transmission readings as 
the ordinate and aurcomycin concentra¬ 
tions in micrograms per tube as the 
abscissa. Prepare the standard curve 
by connecting successive points with a 
straight edge. Since the final concen¬ 
tration of aureomycin per milliliter of 
broth is equivalent to the concentration 
per milliliter of the standard solution 
used, the latter concentrations for each 
concentration level of the standard may 
be expressed as percent and substituted 
on the abscissa of the standard curve. 
Thus the 0.06 microgram concentration 
U 100 percent, the 0 05 microgram con¬ 
centration 83.3 percent, etc. If this is 
done the percent potency-of the sample 
under test may be read directly from 
the standard curve. 

(9) Colorimetric assay. In lieu of the 
assay methods described above, the sam¬ 
ple may be assayed by the foUowtng 
colorimetric method: Prepare an aque¬ 
ous solution of 0.5 milligram per milli¬ 
liter of the sample to be assayed. Trans¬ 
fer two 2.0-milliliter aliquots to each of 
two 50-milhhter volumetric flasks. Add 
5.0 milliliters of 2 N HC1 to one flask and 
5.0 milliliters of distilled water to the 
other flask as a control hi» nk Heat 
both flasks in a boiling water bath for 5 
minutes, then cool the flask* under tap 
water, add 5.0 milliliters of 2 N HC1 to the 
control blank and immediately make up 
to mark with distilled water. Transfer 
the solutions to 1.0 -cm. colorimetric 
cells, set the photoelectric colorimeter at 
100 percent light transmission for the 
blank, using a 440-m,. filter. Then re¬ 
place this with the cell containing the 
unknown and read the percent transmis¬ 
sion. Determine the concentration of 
the unknown solution by reference to a 
standard curve prepared by treating ap¬ 
propriate aliquots of a standard solution 
of pure aureomycin hydrochloride as de¬ 
scribed above. 

< 10) The potency of aureomycin is 
satisfactory, when assayed by the meth¬ 
ods described in this section, if the im¬ 
mediate containers contain 85 percent 
of the number of grains they are repre¬ 
sented to contain. 

(b) Sterility . Proceed as directed In 
I 141.108 (c). 
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<c> Toxicity . Proceed as directed in 
1141.4. us*ng as a test dose 0 l 5 ml. of an 
aqueous solution containing 2 milli¬ 
grams per milliliter. 

(d) Pyrogens. Proceed as directed tn 
f 141.3, using as a test dose 1.0 mL per 
kilogram of an aqueous solution con¬ 
taining 5 mg. per milliliter. 

(e) Histamine. Proceed as directed 
in 1141.105. using as a test dose 0.6 ml. 
of a solution containing 5 mg. per milli¬ 
liter prepared witL the diluent recom¬ 
mended by the manufacturer In his label¬ 
ing for the drug. 

(f> Moisture . Proceed as directed in 
i 141 5 <a) or § 141.26 ie>. 

<g> pH. Proceed as directed in 8 141.5 
<b). using a saturated aqueous solution. 

<h) Microscopical test for crystalline 
ity. Proceed as directed In 8 141 5 (c). 

8 141.202 Attreomycln ointment—(a) 
Potency. Proceed as directed in f 141.201 
(a> # except subparagraph <10) thereof, 
and in lieu of the directions in sub¬ 
paragraphs <4> and «8> <iii) of i 141.201 
(a) prepare the sample ns follows: 
Accurately weigh the container and 
contents and place 0,5 to 1.0 pm. Into 
a separatory funnel containing ap¬ 
proximately 50 milliliters of pcroxlde- 
free ether. Reweigh the container to ob¬ 
tain weight of ointment used In the test. 
Shake ointment and ether until homo¬ 
geneous. Shake with a 25-miUlliter 
portion of the buffer solution.. Remove 
the buffer lAyer and repeat the extrac¬ 
tion with three 25-milliliter quantities 
of buffer. Combine the extracts and 
make the proper estimated dilutions in 
the buffer solution. The potency of 
aureomycin ointment is satisfactory If it 
contains not less than 85 percent of the 
number of milligrams it is represented 
to contain. 

<b) Moisture. Proceed as directed in 
6 141 8 (b). 

8 141.203 Aureomycin troches—(a) 
Potency. Proceed as directed in 8 141.201 
(a) except subparagraph (10) thereof, 
and in lieu at the directions in sub- 
paragraphs (4) and <8> <Ui^ of 8 141.2j>l 
<a> prepare the sample as follows: 
Place 12 troches in a glass blend¬ 
ing jar containing 500 milliliters of ster¬ 
ile distilled water. Using a high-speed 
blender, blend for 3 to 5 minutes and 
then make the proper estimated dilu¬ 
tions In the buffer solution. The average 
potency of the troches is satisfactory if 
it contains not less than 85 percent of 
the number of milligrams it is repre¬ 
sented to contain. 

<b) Moisture. Proceed as directed in 
8141.5 (a). 

8 141 204 Aureomycin capsules —(a) 
Potency. Proceed as directed in 8 141.203 
(a), using one capsule of 250 mg. or five 
capsules of 50 mg. for the sample and 
500 ml. of water In the blender. The 
average-potency of the capsules Is satis¬ 
factory if it contains not less than 85% 
of the number of milligrams it is repre¬ 
sented to contain. 

(b) Moisture. Proceed as directed in 
f 141.5 (a) or 1141 26 (e>. 

8 141.205 Aureomycin powder —(a) 
Potency . Proceed as directed in 8 141.203 
(a). using 3 gm. of sample. The average 
potency of the powder is satisfactory If it 


contains not less than 85% of the number 
of milligrams of aureomycin per gram it 
Is represented to contain. 

<b> Moisture. Proceed as directed in 
8 1415 (a). 

8 141.206 Aureomycin ophthalmic— 
<a> Potency. Proceed as directed In 
8 141.201 (a). 

(b) Mr, is hire. Proceed as directed in 
8 141.5 (a). 

I 141.207 Aureomycin tablets —(a) 
Potency. Proceed as directed in 8 141.204 
fa), using 5 tablets of 50 mg. each or the 
equivalent. The average potency of the 
tablets Is satisfactory If it contains not 
less than 85% of the number of milli¬ 
grams it is represented to contain. 

(b) Moisture. Proceed as directed in 
8 141.5 (a) or 8 141.26 (e). 

m 

8 141.208 Aureomycin otic —<a> Po¬ 
tency. Proceed as directed in 8 141.201 
(a). 

<b> Moisture . Proceed as directed in 
8 141.5 (a). 

8 141,209 Aurcomycin dental cones— 
fa) Potency. Proceed as directed in 
8 141203 <a>. using 500 ml. of distilled 
water to prepare the sample. The aver¬ 
age potency of the cone is satisfactory if 
it contains not less than 85% of the 
number of milligrams it is represented 
to contain. 

(b> Moisture. Proceed as directed In 
8 141.5 <a>. 

8 141.210 Aureomycin dental paste— 
(a) Potency. Proceed as directed In 
8 141.283 (a), using an accurately 
weighed sample of approximately 2.0 
grams and blend In 200 cubic centime¬ 
ters of sterile distilled water. The po¬ 
tency of aureomycin dental paste Is sat¬ 
isfactory if it contains not less than 85 
percent of the number of milligrams it Is 
represented to contain. 

<b> Moisture. Proceed as directed in 
8 141.8 <b). 

8 141.301 Chloramphenicol —<a) Po¬ 
tency—(1) Cylinders (cups). Use cylin¬ 
ders described under 8 141.1 <m). 

(2) Culture media . Use the medium 
described under 8 141.1 (b) (1) lor both 
the seed layer and the base layer. Use 
the nutrient broth described under 
1141.1 (b) <3> for preparing a suspension 
of the test organism. 

(3) Working standard. Prepare the 
working standard by weighing out care¬ 
fully appropriate amounts of the chlo¬ 
ramphenicol working standard and dilute 
In 1% phosphate buffer pH 6.0 to give a 
solution containing 50 micrograms per 
milliliter. Keep this stock solution at a 
temperature of 15* C. or less and use 
for only 1 month. The standard may 
first be dissolved In a small amount of 
ethyl alcohol to facilitate solution. 

(4) Preparation of sample. Prepare 
the sample to be tested by dissolving in a 
small amount of ethyl alcohol and then 
furth# dilute In 1% phosphate buffer pH 
6.0 to make an appropriate stock solu¬ 
tion. 

(5) Preparation of suspension. The 
test organism is Sarcina lutea (P. C. L 
1001). Maintain the test organism on 
slants of nutrient agar prepared as in 
subparagraph (2) of this paragraph and 
transfer to a fresh agar slant once a 
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week. Prepare a suspension of the test 
organism as follows: Streak an agar 
slant heavily with the test organism. 
Wash the growth off In about 3 ml. of 
nutrient broth. Use the suspension so 
obtained to Inoculate the surface of a 
Roux bottle containing 300 ml. of the 
nutrient agar. Spread the suspension 
over the entire surface with the aid of 
sterile glass beads. Incubate for 24 
hours at 26“ C. Wash the growth from 
the agar surface with 20 ml. of nutrient 
broth prepared as In subparagraph (2) 
of tills paragraph. If an aliquot of this 
bulk suspension, when diluted with nu¬ 
trient broth 1:10. gives a 10% light trans¬ 
mission in a suitable photoelectric color¬ 
imeter equipped with a filter having a 
wave length of 6500 Angstrom units, it is 
satisfactory for use. It may be neces¬ 
sary to adjust the bulk suspension by 
dilution so that an aliquot of the ad¬ 
justed suspension diluted 1:10 give 
10% light transmission. (The adjusted 
bulk suspension only, and not the 1:10 
dilution of it. is used in preparing the 
seed layer.) The bulk suspension may 
be used in the test for 1 month. Add 1 
to 1.5 ml. of the adjusted bulk suspension 
to 100 ml. of agar which has been melted 
and cooled to 48® C. 

(6) Preparation of plates. Add 21 ml. 
of the agar prepared as in subparagraph 
(2) of this paragraph to each Petri dish 
(20 x 100 mm.), Distribute the agar 
evenly in the plates and allow it to 
harden. Use the plates the same day 
they are prepared. Add 4 ml. of the 
inoculum prepared as in subparagraph 
(5) of this paragraph for each plate, tilt¬ 
ing the plates back and forth to spread 
the inoculated agar evenly over the 
surface. 

(7) Assay. Place six cylinders on the 
Inoculated agar surface so that they are 
at approximately 60* intervals on a 2 8- 
cm. radius. Use three plates for each 
sample. Fill three cylinders on each 
plate with the 50 micrograms per milli¬ 
liter standard and three cylinders with 
the 50 micrograms per milliliter (esti¬ 
mated) sample, alternating standard 
and sample. At the same time prepare 
a standard curve, using concentrations 
of the standard of 30.0. 35.0, 40.0. 45.0, 
50.0. 55.0. 60 0. 65.0, and 70.0 micrograms 
per milliliter. A total of 24 plates U 
used in the preparation of the standard 
curve, three plates for each solution ex¬ 
cept the 50 micrograms per milliliter so¬ 
lution. The latter concentration Is used 
as the reference point and Is included on 
each plate. On each of three plates fill 
three cylinders with the 50 micrograms 
per milliliter standard and the other 
three cylinders with the concentration 
of the standard under test Thus, there 
will be seventy-two 50 micrograms de¬ 
terminations and nine determinations for 
each of the other points on the curve. 
Incubate the plates for 16 to 18 hours at 
32® C.-35 3 C. and measure the diameter 
of each circle of inhibition. Average the 
readings of the 50 micrograms per milli¬ 
liter concentration and the readings of 
the point tested for each set of three 
Plates, and average also all 72 readings 
of the 50 micrograms per milliliter con¬ 
centration. + The average of the 72 read¬ 
ings of the 50 micrograms per milliliter 
concentration Is the correction point for 


the curve. Correct the average value 
obtained for each point to the figure it 
would be if the 50 micrograms per milli¬ 
liter reading for that set of three plates 
were the same as the correction point. 
Thus, if in correcting the 40 micrograms 
per milliliter concentration the average 
of the 72 readings of the 50 micrograms 
per miUilltcr is 18 0 mm., and the aver¬ 
age of the 50 micrograms per milliliter 
concentration of this set of three plates 
Is 17.8 mm., the correction Is 0.2 mm. If 
the average reading of the 40 micrograms 
per milliliter concentration of these same 
three plates is 17.0 mm„ the corrected 
concentration of these same three plates 
is 17.0 mm., the corrected Value Is then 
17.2 mm. 

Plot these corrected values, including 
the average of the 50 micrograms per 
milliliter concentrations on two-cycle 
semilog paper, using the concentration in 
micrograms per milliliter as the ordinate 
(the logarithmic scale) and the diameter 
of the zone of Inhibition as the abscissa. 
Draw the standard curve through these 
points. 

To estimate the potency of the sample, 
average the zone readings of the stand¬ 
ard and the zone readings of the sample 
on the three plates used. If the sampte 
gives a larger zone size than the average 
of the standard, add the difference be¬ 
tween them to the 50 micrograms per 
milliliter unit zone on the standard curve. 
If the average value is lower than the 
standard value, subtract the difference 
between them from the 50 micrograms 
per milliliter unit value on the curve. 
From the curves read the potencies cor¬ 
responding to these corrected values of 
zone sizes. 

(8) Spectrophotometric method . In 
lieu of the plate-assay method described 
above, the following method may be used: 

Dissolve 20 mg. of the sample, accu¬ 
rately weighed. In 100 ml. of distilled water, 
warming to hasten solution. Cool to 
room temperature, dilute to exactly 1.000 
ml. with distilled water, and mix. With a 
suitable spectrophotometer determine 
the optical density of the solution In a 
1 -cm. cell at 278 mp compared with dis¬ 
tilled water as a blank. Multiply the 
optical density figure obtained by the 
appropriate factor to obtain the opti¬ 
cal density^ value of a 1% solution. 

The value of the sample multiplied 

by 100, divided by 298 represents the per¬ 
cent potency. 

(9) The potency of chloramphenicol 
Is satisfactory, when assayed by the 
methods described in this section, if the 
immediate containers contain 85% of 
the number of grams they are repre¬ 
sented to contain. 

<b> Sterility , Proceed as directed in 
5141.108 (c). 

(c) Toxicity. Proceed as directed in 
§ 141.4, using as a test dose 0.5 ml. of a 
solution containing 2 mg. per milliliter. 
Use physiological salt solution as the 
diluent. 

(d) Pyrogens. Proceed as directed in 
5 141.3. using as a test close 1.0 ml. per 
kilogram of a solution containing 5 mg. 
per milliliter. Use physiological salt 
solution as the diluent. 

<e> Histamine . Proceed as directed 
in § 141.105, using as a test dose 0.6 ml. oi 


a solution containing 5 mg. per milliliter 
prepared by application of heat. 

(f) pH. Proceed as directed In 5 141 5 
(b) using a saturated aqueous solution. 

(g) Microscopical test for crystallin¬ 
ity. Proceed as directed In 5 141.5 <c>. 

(h) Specific rotation. Accurately 
weigh approximately 1.25 gm of the 
sample In a 25-ml. glass-stoppered volu¬ 
metric flask and dissolve In about 15 ml. 
of absolute alcohol, warming if neces¬ 
sary. Dilute the solution to 25 ml. with 
absolute alcohol and mix thoroughly. 
Transfer the solution to a 200-mm. tube, 
determine the angular rotation In a suit¬ 
able polarimetor, using sodium light or a 
5893 Angstrum filter, and calculate the 
specific rotation. 

(!) Melting point. Proceed as di¬ 

rected by the U. 8. P. 

(J) Extinction coefficient. Proceed rs 
directed In paragraph (a) (8) of this 
section. 

5 141.302 Chloramphenicol capsules — 
(a) Potency . (1) Proceed as directed in 
5 141 301 <a>. except subparagraph (9) 
of 5 141.301 (a), and In lieu of the direc¬ 
tions in subparagraph (4) of 5 141.301 
(a) prepare sample as follows: Place the 
contents of one capsule and the empty 
capsule in a 250-ml. volumetric flask. 
Add 50 ml. of ethyl alcohol, shake well, 
and make to 250 ml. with 1% phosphate 
buffer pH 6.0. Shake the flask well. 
Withdraw a 1-ml. aliquot and make the 
proper estimated dilutions in 1% phos¬ 
phate buffer at pH 6.0. 

(2) The potency may also be deter¬ 
mined os directed in 5 141.301 (a) (8), 
except prepare the sample as follows: 
Rinse the contents of one capsule into a 
liter volumetric flask using about 250 ml. 
of water. Warm the contents of the 
flask gently until complete solution is 
obtained, cool and make up to volume. 
Dilute a 4-ml. aliquot of this solution to 
exactly 50 ml. for the assay. 

(3) The potency of the capsule is satis¬ 
factory If it contains not less than 85% 
of the number of milligrams it is repre¬ 
sented to contain. 

5141.401 Bacitracin — (a) Potency. 

(1) Plate assay. Proceed as directed in 
5 141.101, with the following exceptions: 

(1) Use the culture media for the seed 
layer and the base layer as described in 
5 141.1 (b) (1) and (2). 

(ii) Use the bacitracin working stand¬ 
ard and dissolve in 1% phosphate 
buffer to make an appropriate stock solu¬ 
tion. The stock solution when refrig¬ 
erated may be used Jor 2 weeks. The 
stock solution may also be preserved for 
at least 2 months by freezing In small 
aliquots. Each aliquot should be suffi¬ 
cient for 1 day's use only. Make all dilu¬ 
tions of the stock solution for the assay 
with 1% phosphate buffer. 

(ifi) Dissolve the sample to be tested 
in 1% phosphate buffer and make 
dilutions with the same solvent to one 
unit per milliliter (estimated). 

(Iv) The test organism is Micrococcus 
flavus, w f hich is maintained at refrigera¬ 
tor temperature on slants of nutrient 
agar prepared as directed In 5 141.1 <b> 

(2) . Inoculate a Roux bottle containing 
agar from a stock slant of the organism 
and incubate 18 hours at 32® C.-35* C. 
Wash off the grow th in 25 ml. of sterile 
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physiological saline solution. If an ali¬ 
quot of this bulk suspension, when diluted 
1:50 In physiological saline solution, 
gives 75% light transmission in a suit¬ 
able photoelectric colorimeter equipped 
with a filter having a wave length of 
0500 Angstrom units, the biflk suspension 
is satisfactory for use It may be neces¬ 
sary to adjust the bulk suspension by 
dilution so that an aliquot of the ad¬ 
justed suspension diluted 1:50 gives 75% 
light transmission. (The adjusted bulk 
suspension only, and not the 1:50 dilu¬ 
tion of It, is used In preparing the seed 
layer. ) Add 0.3 to 0.5 ml. of the adjusted 
bulk suspension to 100 ml. of agar which 
has been melted and cooled to 48* C. 

(2) Turbidimetric assay . In lieu of the 
plate-assay method described above, the 
sample may be assayed for potency by 
the following turbidimetric method: 

(1) Employ the agar described In 
$ 141.1'(b) (2) (adjusted to a final pH 
7.0) for maintaining the test organism, 
which is Staphylococcus aureus (PCI 
1203), Transfer stock cultures every 2 
weeks for test purposes. On the day of 
test transfer the growth from a stock 
slant to approximately 100 ml. of nu¬ 
trient broth (ft 141.1 (b) (3)). Incu¬ 
bate the inoculated broth until the cul¬ 
ture has grown sufficiently to give a light 
transmission reading of 80-90%, using a 
filter having a light transmission peak 
at 6500 Angstrom units. This culture 
may be held overnight at refrigerator 
temperature if desired. Prepare the 
'•daily" Inoculum by adding approxi¬ 
mately 6.0 ml. of the standardized broth 
culture to each 100 ml. of broth previ¬ 
ously cooled to a temperature of ap¬ 
proximately 15* C. 

(U) Working-standard solutions. Di¬ 
lute the working standard to 10 units per 
milliliter of bacitracin in 1% phosphate 
buffer. Further dilute this to make solu¬ 
tions containing 0.100. 0.141, 0.200. 0.282, 
0.398, and 0.562 units per milliliter. 
These solutions are used for preparing 
the standard curve and may be held at 
15* C. for 1 week. Add 1.0 ml. of each 
of these working solutions to each of six 
14 x 124 mm. test tubes (sextuplicate). 

(iii) Preparation of sample . Dilute 
the sample under test to 0.25 unit per 
milliliter (estimated). Add 1.0 mL of 
diluted sample to each of six 14 x 124 mm. 
test tubes ^sextuplicate). Add 9.0 ml. 
of the "daily" Inoculum described above 
to each tube of the standard and un¬ 
known series and place immediately In a 
32* C.-35* C. water bath for 4 hours. 
After incubation, add four drops of 
formalin to each tube, and estimate the 
turbidity of each in a photoelectric 
colorimeter, using a broad-band filter 
having a wave length of 5300 Angstrom 
units. 

(iv) Estimation of potency. Average 
the six colorimeter readings at each 
standard level. Plot the average turbid¬ 
ity figures of the standard on semilog 
graph paper, employing units per tube as 
tlie abscissa (log scale) and light trans¬ 
mission as the ordinate. Connect the 
points with a straightedge. Average the 
sample readings and read In units per 
tube from the curve. Units per tube mul¬ 
tiplied by 100 will give percent potency 
of the sample. 


(3) The potency of the bacitracin is 
satisfactory when assayed by the meth¬ 
ods described In this jectlon if the Im¬ 
mediate containers contain 85% of the 
number of units they are represented to 
contain. 

(b) Sterility —(1) Culture medium. 
Prepare fluid thioglycollate medium as 
described in ft 141.2 (a). 

(2) Conduct of test. Add aseptlcally 
to each of two tubes containing approxi¬ 
mately 15 ml. of fluid thioglycollate me¬ 
dium. 1.0 ml. of a 500 units per milliliter 
dilution in sterile distilled water of the 
bacitracin under test. Add 0.1 ml. of the 
500 units per milliliter dilution to two 
additional tifbes of thioglycollate me¬ 
dium. Incubate at 32* C.-35* C. for 4 
days. If no tube shows growth the 
sample is satisfactory. This method will 
demonstrate only those organisms which 
are not susceptible to this concentration 
of bacitracin. 

(c) Pyrogens. Proceed as directed in 
ft 141.3, using as a test dose 1.0 ml. per 
kilogram of a solution containing 300 
units per milliliter. Use physiological 
salt solution as the diluent. 

<d) Toxicity . Prepare solutions of the 
sample under test containing 200. 400, 
600, 800, and 1.000 units per milliliter, 
using sterile physiological salt solution. 
Inject Intravenously each of ten mice 
within the weight range of 18-2G gm. 
with 100. 200. 300, 400, and 500 units 
per 20 gm.. respectively, utilizing the 
above solutions. The injections must be 
made over a period of not more than 
5 seconds. Determine the L. D.*, utiliz¬ 
ing ail mice injected, by plotting on semi- 
logarithmic paper the percent of deaths 
after 72 hours on the ordinate against 
dosage per 20-gm. mouse on the abscissa 
(logarithmic scale). The L. D. m shall be 
not less than 200 units per 20-gm. mouse. 

(e) Moisture. Proceed as directed in 
ft 141.5 (a). 

(f) pH. Proceed as directed In ft 141.5 
(b). using a solution containing 10.000 
units per milliliter. 

ft 141.402 Bacitracin ointment—(a) 
Potency . Proceed as directed In ft 141.401 
<a). except subparagraph (3) thereof, 
and In lieu of the directions in subpara¬ 
graph (1) (ill) of ft 141.401 (a) prepare 
the sample as directed to 5141.8 (a). 
The potency of bacitracin ointment Is 
satisfactory if it contains not less than 
85% of the number of units per gram 
It Is represented to contain. 

(b) Moisture. Proceed as directed in 
ft 141 8 (b). 

ft 141.403 Bacitracin tablets—(a) Po¬ 
tency. Proceed as directed in ft 141.401 
(a), except subparagraph (3) thereof, 
and in lieu of the directions in subpara¬ 
graph (1) (iU) of ft 141.401 (a), prepare 
sample os directed in ft 141.9 (a). The 
average potency of bacitracin tablets is 
satisfactory if It contains not less than 
85% of the number of unit^jier tablet it 
is represented to contain. 

(b) Moisture. Proceed as directed in 
ft 141.5 (a). 

ft 141.404 Bacitracin troches—( a) Po¬ 
tency. Proceed as directed In ft 141.403 
(a). The average potency of bacitracin ( 
troches is satisfactory if it contains not ‘ 


less than 85% of the number of units per 
troche It is represented to contain. 

(b) Moisture. Proceed as directed in 
ft 141.5 (a). 

ft 141.405 Bacitracin with vasocon¬ 
strictor —(a) Potency. Proceed as di¬ 
rected In ft 141.401 (a), except subpara¬ 
graph (3) thereof. The potency of baci¬ 
tracin with vasoconstrictor is satisfactory 
if it contains not less than 85% of the 
number of units per container it is repre¬ 
sented to contain. 

<b> Moisture. Proceed as directed in 
ft 141.5 <a>. 

ft 141.406 Bacitracin - tyrothricin 
troches —'a) Potency . Proceed as di¬ 
rected In ft 141.403 (a). Its content of 
bacitracin is satisfactory if it contains 
not less than 85% of the number of units 
per troche it is represented t6 contain. 

(b) Moisture. Proceed as directed in 
ft 141.5 (a). 


Part 146— Certification of Batches of 
Antibiotic and Antibiotic-Containing 
Drugs 
8ec. 

146.1 Definitions and Interpretations. 

146.2 Request* for working standards and 

certification; Information and 
samples required. 

146.3 Certification. 

146.4 Conditions on the effectiveness of 

certificates. 

146 5 Records of distribution. 

146.6 Authority to refuse certification serv¬ 

ice. 

146.7 New antibiotic and antibiotic-con¬ 

taining products. 

146.8 Fees. 

146.18 Exemptions far labeling. 

146.19 Exemptions for storage, 

146.20 Exemptions for processing. 

146.21 Exemptions for repacking. 

146.22 Exemptions far manufacturing use. 

146.23 Exemptions for Investigations! use. 
146 24 Sodium penicillin, calcium penicillin, 

crystalline penicillin. 

14625 Penicillin in oU and wax. 

146.29 Penicillin ointment. 

14627 Penicillin tablets. 

14629 Penicillin with aluminum hydroxide 
gel. 

146.30 Penicillin troches. 

14621 Penicillin dental cones. 

146 32 Penicillin with vasoconstrictor. 

146.33 Penicillin for surface application. 
14624 Tablets aluminum penicillin. 

146.35 Penicillin sulfonamide powder. 

14636 Penicillin vaginal suppositories. 

146 37 Buffered crystalline penicillin. 

14638 Capsules buffered penicillin with 
pectin hydrolysate, capsules bu'- 
fered potassium penicillin with 
pectin hydrolysate. 

146.40 Penicillin bougies. 

16641 Crystalline penicillin end epineph¬ 
rine in oil. 

146.42 Aluminum penicillin. 

146.43 Aluminum penicillin in oil. 

146.44 Procaine penicillin, procaine peni¬ 

cillin O. 

146.45 Procaine penicillin in oiL 

146.46 Crystalline penicillin for Inhalation 

therapy. 

149.47 Procaine penicllUn for aqueous in¬ 

jection. 

140.48 Ephedrine penicillin, ephedrine pen¬ 

icillin O. 

140.49 Ephedrine penicillin tablets. 

140.50 Procaine penicillin and buffered 

crystalline penicillin for aqueous 
Injection. 

146.51 Buffered penicillin powder. 

146.52 Procaine penicillin and crystalline 

penicillin in oil. 
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Sec. 

1466$ Penicillin, streptomycin, dthydro- 
•trtplomycln, aureomycln, chlo¬ 
ramphenicol. and bacitracin for 
diagnostic use. 

146 64 Penicillin-streptomycin ointment 
(penicillin-streptomycin mineral 
oil suspension), pentcllUn-dlby- 
drcstrcptomycln ointment (penl- 
clilln-dlhydrcMtreptomycin min¬ 
eral oil suspension). 

146.59 Penicillin-streptomycin bougies, 
penicillin - dlhydroetreptomycln 
bougies. 

146 56 Penicillin-bacitracin ointment. 
146.57 Procaine penicillin and streptomy¬ 
cin In oil, procaine penicillin and 
dihydrostreptomydn In oil. 

146 66 Penicillin and streptomycin, peni¬ 
cillin and dihydrostreptomydn. 
146.50 Penicillin tooth powder. 

146401 Streptomycin sulfate, streptomycin 
hydrochloride, streptomycin 
phosphate, streptomycin trlby- 
drochlorlde calcium chloride. 

146102 Streptomycin ointment, dlhydro- 
rtreptomycin ointment. 
i4t» 103 Dihydrostreptomycin sulfate, crys¬ 
talline dihydrostreptomycin sul¬ 
fate. dihydrostreptomydn hydro¬ 
chloride. 

146.104 Streptomycin tablets, dibydrostrep- 
tomycln tablets. 

H 0.105 Streptomycin for topical use. 

246 106 Streptomycin sulfate solution, dl- 
hydroetreptomycln sulfate solu¬ 
tion (crystalline dlhydrostrepto- 
rnycln sulfate solution). 

146 107 Streptomycin-polymyxin-bacitracin 
tablets. 

146 108 Streptomycin syrup. 

146 201 Aureomycln hydrochloride. 

146202 Aureomycln ointment. 

146.203 Aureomycln troches. 

146.204 Aureomycln capsules. 

146 206 * Aureomycln powder. 

146.206 Aureomycln ophthalmic. 

146.207 Aureomycln tablets. 

146 208 Aureomycln otic. 

146.200 Aureomycln dental cones. 

146210 Aureomycln dental paste. 

146201 Chloramphenicol. 

146302 . Chloramphenicol capsulea. 

146.401 Bacitracin. v 

146.402 Bacitracin ointment. 

146.403 Bacitracin tablets. 

146.404 Bacitracin troches. 

146.405 Bacitracin with vasoconstrictor. 

146.406 Bacltracln-tyrothrlcln troches. 

5 146.1 Definitions and interpreta¬ 
tions. For the purpose of the regulations 
In this part: 

(a) Each of the several antibiotic sub¬ 
stances (e. g. penicillin F, penicillin G, 
penicillin X) produced by the growth of 
Penicillium notatum or Penicillium 
chrysogenum, and each of the same sub¬ 
stances produced by any other means, is 
a kind of penicillin. 

Wherever the term '‘penicillin* ap¬ 
pears in the regulations In this part It 
means sodium penicillin, calcium peni¬ 
cillin, or potassium penicillin, or any 
combination of two or all of these, un¬ 
less otherwise specified. 

<b) Each of the several antibiotic sub¬ 
stances produced by the growth of Strep- 
tomyces griseus, and each of the same 
substances produced by any other means, 
is a kind of streptomycin. 

Wherever the term “streptomycin* ap¬ 
pears in the regulations in this part it 
means streptomycin sulfate, streptomy¬ 
cin hydrochloride, streptomycin phos¬ 
phate. or streptomycin trihydrochloride 
calcium chloride, or any combination of 


two or all of these, unless otherwise 
specified. 

Wherever the term “dlhydrostrepto- 
mycln" appears in the regulations in this 
part It means dihydrostreptomycin sul¬ 
fate. or dihydrostreptomycin hydro¬ 
chloride, or a combination of these two, 
unless otherwise specified. 

(c) Each of the several antibiotic sub¬ 
stances produced by the growth of Strep- 
tomyces aureofaclens, and each of the 
same substances produced by any other 
means, is a kind of aureomycln. 

Wherever the term “aureomycln" ap¬ 
pears in the regulations in this part It 
means aureomycln hydrochloride unless 
otherwise specified. 

<d> Each of the several antibiotic sub¬ 
stances produced by the growth of Strep- 
tomyccs vonezuelac, and each of the 
same substances produced by any other 
means, is a kind of chloramphenicol. 

<e> Each of the several antibiotic sub¬ 
stances produced by the growth of Bacil¬ 
lus subtills var. Tracy, and each of the 
same substances produced by any other 
means, is a kind of bacitracin. 

<f> The term “penicillin G master 
standard* means a specific lot of crystal¬ 
line sodium penicillin G (sodium peni¬ 
cillin II). which is designated by the 
Commissioner as the standard of com¬ 
parison in determining the potency of 
the penicillin G working standards. The 
term “penicillin O master standard* 
means a specific lot of crystalline potas¬ 
sium penicillin O which is designated by 
the Commissioner as the standard of 
comparison in determining the penicillin 
O content ond the penicillin G content 
of the penicillin G working standard. 

(g) The term “streptomycin master 
standard* means a specific lot of crystal¬ 
line trihydrochloride calcium chloride 
salt of streptomycin which is designated 
by the Commissioner as the standard of 
comparison In determining the potency 
of the streptomycin working standard. 

<h) The term “dihydrostreptomycin 
master standard* means a specific lot of 
crystalline dihydrostreptomycin sulfate 
which is designated by the Commissioner 
as the standard of comparison in deter¬ 
mining the potency of the dihydrostrep- 
tomyefh working standard. 

(i) The term “aureomycln master 
standard* means a specific lot of crystal¬ 
line aureomycln hydrochloride which is 
designated by the Commissioner as the 
standard of comparison in determining 
the potency of the aureomycin working 
standard. 

(J) The term “chloramphenicol mas¬ 
ter standard* means a specific lot of 
crystalline chloramphenicol which Is 
designated by the Commissioner as the 
standard of comparison in determining 
the potency of the chloramphenicol 
working standard. 

<k) The term “bacitracin master 
standard" means a specific lot of baci¬ 
tracin which is designated by the Com¬ 
missioner as the standard of comparison 
In determining the potency of the baci¬ 
tracin working standard. 

(1) The term “unit* applied to peni¬ 
cillin means a penicillin activity con¬ 
tained in 0.6 microgram of the penicillin 
master standard; the term "penicillin 
potency" means the number of such units 
in a specified Quantity of a substance. 


The term “unit" applied to bacitracin 
means a bacitracin activity contained In 
23.8 micrograms of the bacitracin master 
standard after it is dried for 3 hours at 
60" C. and a pressure of 5 mm. or less; 
the term "bacitracin potency* means the 
number of such units in a specified quan¬ 
tity of a substance. 

<m) The term "mlcrogram* applied to 
streptomycin means the streptomycin 
activity (potency) contained in 1.38 
micrograms of the streptomycin jnaster 
standard after it Is dried for 4 hours at 
66 * C. and a pressure of 50 microns or 
less. The term “mlcrogram" applied to 
dihydrostreptomycln means the dihydro¬ 
streptomycin activity (potency) con¬ 
tained in 1.25 micrograms of the dlhydro- 
streptomycin master standard after It is 
dried for 4 hours at 100* C. and a pressure 
of 50 microns or less. The term "micro- 
gram" applied to aureomycln means the 
aureomycln activity (potency) contained 
in 1.0 microgram of the aureomycln 
master standard. The term "micro- 
gram* applied to chloramphenicol means 
the chloramphenicol activity (potency) 
contained in 1.0 mlcrogram of the chlo¬ 
ramphenicol master standard. 

<n) The term "penicillin G working 
standard" means a specific lot of a homo¬ 
geneous preparation of one or more salts 
of penicillin G; the term "penicillin O 
working standard" means a specific lot 
of a homogeneous preparation of potas¬ 
sium penicillin O; the term "streptomy¬ 
cin working standard" means a specific 
lot of a homogeneous preparation of one 
or more streptomycin salts; the term 
“dihydrostreptomydn working stand¬ 
ard" means a specific lot of a homoge¬ 
neous preparation of one or more 
dihydrostreptomydn salts; the term 
“aureomycin working standard" means 
a specific lot of a homogeneous prepara¬ 
tion of one or more aureomycin salts; 
the term “chloramphenicol working 
standard" means a specific lot of a ho¬ 
mogeneous preparation of one or more 
chloramphenicols; the term "bacitracin 
working standard" means a specific lot 
of a homogeneous preparation of one or 
more bacitracins. The potency or pu¬ 
rity of each preparation has been deter¬ 
mined by comparison with its master 
standard, and each has been designated 
by the Commissioner as working stand¬ 
ards for use in determining the potency 
or purity of drugs subject to the regu¬ 
lations in this part. 

(o) The term “batch" means a spe¬ 
cific homogeneous quantity of a drug. 

(p) The term "batch mark" means an 
identifying mark or other Identifying de¬ 
vice assigned to a batch by the manu¬ 
facturer or packer thereof. 

(q) The term "Commissioner" means 
the Commissioner of Food and Drugs and 
any other officer of the Food and Drug 
Administration whom he may designate 
to act in his behalf for the purposes of 
the regulations in this part. 

(r) The term "U. 8. P." means the 
official Pharmacopoeia of the United 
8 tatcs. Including supplements thereto. 
The term "N. F “ means the official Na¬ 
tional Formulary, including supplements 
thereto. 

(s) The term “manufacture" does not 
include the use of a drug as an Ingredient 
In compounding any prescription Issued 
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In his professional practice by a physi¬ 
cian. dentist, or veterinarian licensed by 
law to administer or apply such drug. 

(t) Ail statements, samples, and other 
Information and materials submitted In 
connection with a request for certifica¬ 
tion shall be considered to be a part of 
such request. 

(u) The definitions and interpreta¬ 
tions of terms contained In section 201 of 
the Federal Food. Drug, and Cosmetic 
Act shall be applicable to such terms 
when hsed in the regulations in this part, 

(v) Except as specifically provided by 
55 146 8 to 146 23, Inclusive, no provision 
of any section in this part shall be con¬ 
strued as exempting any drug from any 
applicable provision of the act or other 
regulation thereunder. 

<w> The regulations in Part 141 of this 
chapter prescribing tests and methods of 
assays shall not be construed as prevent¬ 
ing the Commissioner from using any 
other test or method of assay in his in¬ 
vestigations to determine whether or 
not: 

(1) A request for certification contains 
any untrue statement of a material fact; 
or 

(2) A certification has been obtained 
through fraud, or through misrepresen¬ 
tation or concealment of a material fact* 

5 146.2 Requests for t corking stand¬ 
ards and certification ; information end 
samples required . (a) A request for 
certification of a batch shall be addressed 
to the Commissioner and shall be In a 
form specified by him. A request from 
a foreign manufacturer shall be signed 
by such manufacturer and by an agent 
of such manufacturer who resides In the 
United States. 

<b) The Initial request for certification 
of a batch of any drug submitted by any 
person shall be preceded or accompanied 
by a full statement of the facilities and 
controls used to maintain the identity, 
strength, quality, and purity of each 
batch, including a description of (1) the 
methods and processes used In the manu¬ 
facture of the drug; (2) the tests and 
assays of the drug made during the 
manufacture of the batch and after it is 
packaged; and (34 the laboratory facili¬ 
ties used in such controls. 

Such initial request shall also be pre¬ 
ceded or accompanied by the key of the 
batch marks used by such person and by 
specimens of all labeling (including 
specimens of all brochures and other 
printed matter except readily available 
medical publications, referred to In such 
labeling) to be used for such drug. 
When any change Is made In any such 
facility or control, or In any such key or 
labeling, such person shall promptly sub¬ 
mit to the Commissioner a full statement 
of such change or. In the case of changed 
labeling, specimens showing all such 
changes. 

(c) Each sample submitted pursuant 
to the regulations in this part shall be 
addressed to the Commissioner. Its 
package shall be clearly Identified as to 
its contents and shall bear the name and 
post-office address of the person submit¬ 
ting it. 

(d) In addition to the Information and 
samples specifically required to be sub¬ 
mitted to the Commissioner by the reg¬ 


ulations in this part, the person who 
requests certification of a batch shall 
submit such further information and 
samples as the Commissioner may require 
for the purpose of investigations to de¬ 
termine whether or not such batch com¬ 
plies with the requirements of 5 146.3 
for the issuance of a certificate, 

(e) Upon the request of any person, 
stating reasonable grounds therefor, the 
Commissioner shall furnish such person 
with a portion of the working standards. 

5146.3 Certification. (a) If it ap¬ 
pears to the Commissioner, after such 
investigation as he considers necessary, 
that: 

(1) The information (including re¬ 
sults of tests and assays) and samples 
required by or pursuant to the regula¬ 
tions in this part have been submitted, 
and the request for certification contains 
no untrue statement of a material fact; 
and 

(2) The batch compiles with the reg¬ 
ulations in this pert and conforms to 
the applicable standards of Identity, 
strength, quality, and purity prescribed 
by the regulations in this part; the Com¬ 
missioner shall certify that such batch is 
safe and efficacious for use, subject to 
such conditions on the effectiveness of 
certificates as are prescribed by 5 146.4, 
and shall issue to the person who re¬ 
quested It a certificate to that effect. 

(b) If the Commissioner determines, 
after such Investigation rs he considers 
to be necessary, that the Information 
submitted pursuant to the regulations in 
this part, or the batch covered by such 
request, does not comply With the re¬ 
quirements set forth in paragraph (a) 
of this section for the issuance of a cer¬ 
tificate, the Commissioner shall refuse to 
certify such batch and shall give notice 
thereof to the person who requested cer¬ 
tification. stating his reasons for refusal. 

(c) Compliance of a drug with the 
standards of Identity, strength, quality, 
and purity prescribed by regulations in 
this part shall be determined by the tests 
and methods of essay prescribed for such 
drug by regulations in Part 141 of this 
chapter. 

5 146.4 Conditions on the effectiveness 
of certificates. <a) A certificate shall not 
become effective: 

(1) If it Is obtained through fraud or 
through misrepresentation or conceal¬ 
ment of a material fact; 

(2) With respect to any package un¬ 
less It complies with the packaging re¬ 
quirements, if any, prescribed by the reg¬ 
ulations in this part which were in effect 
on the date of the certificate; 

(3) With respect to any package un¬ 
less its label and labeling bear all words, 
statements, and other information re¬ 
quired by the regulations in this port; or 

(4) With respect to any package of 
penicillin, streptomycin, dihydrostrep- 
tomycin, aureomycin. chloramphenicol, 
or bacitracin, when it is included in a 
packaged combination with another 
drug, unless such other drug complies 
with the requirements of the regulations 
In this part. 

(b) A certificate shall cease to be effec¬ 
tive; 

(1) With respect to any Immediate 
container after the expiration date, if 


any, prescribed by the regulations In this 
part; 

(2) With respect to any immediate 
container when it or its seal (if the regu¬ 
lations in this part require it to be 
sealed) is broken, or when its label ox 
labeling is altered, mutilated, destroyed, 
obliterated, or removed in whole or in 
part, or ceases to conform to any labeling 
requirement prescribed by the regula¬ 
tions In this part, except that: 

(i) If the drug in such container is re¬ 
packed or used as an ingredient in the 
manufacture of another drug, and certi¬ 
fication of the batch thus made is re¬ 
quested. such certificate shall continue 
to be effective for a reasonable time to 
permit certification or destruction of 
such batch; 

<ii> If the drug is in a container pack¬ 
aged for dispensing and is used in com¬ 
pounding a prescription issued in his pro¬ 
fessional practice by a physician, dentist, 
or veterinarian licensed by law to ad¬ 
minister or apply drugs, such certificate 
shall continue to be effective for a rea¬ 
sonable time to permit the delivery of 
the drug compounded on such prescrip¬ 
tion; or 

(ill) If its label or labeling is removed 
in whole or in part for the purpose of 
relabeling and supplemental certifica¬ 
tion of the relabeled drug is requested, 
as provided by f 146.18; 

(3) With respect to any Immediate 
container of penicillin when it is in¬ 
cluded In the packaged combination 
penicillin with aluminum hydroxide gel 
or penicillin with a vasoconstrictor, or 
to any immediate container of bacitracin 
when it is Included in the packaged com¬ 
bination bacitracin with a vasoconstric¬ 
tor. except that when certification of the 
batch so included Is requested, such cer¬ 
tificate shall continue to be effective for 
a reasonable time to permit certification 
of such batch which is part of such com¬ 
bination; 

(4 > With respect to any package when 
the drug therein fails to meet the stand¬ 
ards of identity, strength, quality, and 
purity which were in effect on the date of 
the certificate; except that those minor 
changes which occur before the expira¬ 
tion date and which are normal and un¬ 
avoidable in good storage and distribu¬ 
tion practice shall be disregarded; 

(5) With respect to any package of 
penicillin, streptomycin, dihydrostrepto- 
mydn, aureomycin. chloramphenical. or 
bacitracin, included in a packaged com¬ 
bination with another drug, when such 
other drug fails to meet the requirements 
of the regulations in this part; or 

(6) With respect to any immediate 
container, if such regulations require 
its labeling to bear a caution against 
dispensing otherwise than on prescrip¬ 
tion, 8t the beginning of the act of 
dispensing or offering to dispense It 
otherwise than: 

(i) By a physician, dentist, or veteri¬ 
narian. in his professional practice, who 
is licensed by law to administer drugs; or 

(li) On his prescription Issued in his 
professional practice. 

5 146.5 Records of distribution, (a) 
The person who requested certification 
shall keep complete records showing each 
shipment and other delivery (including 
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exports) of each certified batch or part 
thereof by such person or by any person 
subjggt to his control. 8uch records 
shallsbow the date and quantity of each 
such shipment or delivery and the name 
and post-offlee address of the person to 
whom such shipment or delivery was 
made, and shall be kept for not less than 
three years after such date. 

(b) Upon the request of any officer or 
employee of the Pood and Drug Adminis¬ 
tration, or of any other officer or em¬ 
ployee of the United States acting on 
behalf of the Administrator, the person 
to whom a certificate Is issued shall at 
all reasonable hours make such records 
available to any such officer or employee 
and shall accord to him full opportunity 
to make inventory of stocks of such 
batch on hand and otherwise to check 
the correctness of such records. 

§ 146.6 Authority to refuse certified- 
tion service. When the Administrator 
finds, after giving notice and oppor¬ 
tunity for hearing, that a person has: 

(a) Obtained or attempted to obtain 
a certificate through fraud, or through 
misrepresentation or * concealment of a 
material fact; 

(b) Falsified the records required to 
be kept by 5 146.5; or 

(c) Failed to keep such records or to 
make them available, or to accord full 
opportunity to make an Inventory of 
stocks on hand or otherwise to check 
the correctness of such records, as re¬ 
quired by 9 146.5. and such failure may 
materially Impair the certification serv¬ 
ice; the Administrator will immediately 
5 us pend service to such person under 
the regulations in this part and will 
continue such suspension unless and un¬ 
til such person shows adequate cause 
why such service should be resumed. 

9 146.7 New antibiotic and antibiotic- 
containing products. Any request that 
the Administrator provides for the cer¬ 
tification of batches of a drug for which 
no provision for certification is made in 
the existing regulations in this part 6hall 
be in a form specified by the Commis¬ 
sioner and shall be accompanied by: 

<a> A statement of the conditions for 
which the person who makes such request 
intends such drug to be used, and ade¬ 
quate directions for use in each such con¬ 
dition; 

<b) Full reports of Investigations 
which have been made to show whether 
or not such drug is safe and efficacious 
for use in such conditions; 

<c) A full list of the articles used as 
components of such drug: 

<d) A full statement of the composi¬ 
tion of such drug; 

<e) A full description of the methods 
used in, and the facilities and controls 
used for, the manufacture, processing, 
and packing of such drug; 

(f) A full description of. or references 
to publications containing practical and 
accurate tests and methods of assay to 
determine the identity, strength, qual¬ 
ity, and purity of such drug; 

(g) Such samples of such drug and 
of the articles used as components there¬ 
of as the Commissioner may require; and 

<h) Specimens of all labeling (Includ¬ 
ing all brochures and other printed mat¬ 
ter, except readily available medical pub- 
NO. 253-7 


Ilcations. referred to In such labeling) 
proposed to be used for such drug. 

1146.8 Fees . (a) Fees for the serv¬ 
ices rendered under the regulations in 
this part shall be such as are necessary 
to provide, equip, and maintain an ade¬ 
quate certification service. 

(b) The fee for such services with re¬ 
spect to each batch of a drug, certifica¬ 
tion of which is provided by the regula¬ 
tions in this part, is the fee prescribed 
in the section relating specifically to such 
drug, except that, in case of a supple¬ 
mental request submitted pursuant to the 
provisions of 1 146.18, the fee shall be 
$ 2 . 00 . 

<C> When the Commissioner considers 
it necessary to make investigations of a 
new penicillin, streptomycin, dihydro- 
gtreptomycin, aureomycln. chloramphen¬ 
icol. or bacitracin product, on which a 
request has been submitted in accord¬ 
ant with 1146.7. the fee for such service 
shall be the cost thereof. In such 
case the request shall be followed by 
an advance deposit In such amount as 
the Commissioner specifies, and there¬ 
after such additional advance deposits 
shall be made as the Commissioner esti¬ 
mates may be necessary to prevent ar¬ 
rears in the payment of such fee. 

<d> A person requiring continuing cer¬ 
tification services may maintain an ad¬ 
vance deposit of the estimated cost of 
such services for a two-month period. 
Such deposit shall be debited with fees 
for services rendered, but shall not be 
debited for any fee the amount of which 
Is not definitely specified In the regula¬ 
tions in this part unless the depositor 
has previously requested the performance 
of the services to be covered by such fee. 
A monthly statement for each such ad¬ 
vance deposit shall be rendered. 

(e) The unearned portion of any ad¬ 
vance deposit shall be refunded to the 
depositor upon his application. 

(f) Whenever In the Judgment of the 
Commissioner the ratio between fees col¬ 
lected (which are based upon experience 
and the best estimate of costs and tho 
best estimate of earnings) and the costs 
of providing the service during an 
elapsed period of time, in the light of all 
circumstances and contingencies, war¬ 
rants a refund from the fund collected 
during such period, he shall make rata¬ 
ble refunds to those persons to whom 
the services were rendered and charged, 
except for those services described un¬ 
der 9 140.18. 

<g) All deposits and fees required by 
the regulations In this part shall be paid 
by money order, bank draft, or certified 
check drawn to the order of the Treas¬ 
urer of the United States, collectible at 
par at Washington, D. C. All such de¬ 
posits and fe$s shall be forwarded to tho 
Food and Drug Administration. Federal 
Security Agency. Washington 25. D. C., 
whereupon after making appropriate 
records thereof they will be transmitted 
to the Chief Disbursing Officer. Division 
of Disbursement, Treasury Department, 
for deposit to the special account "Certi- 
fication and Inspection Services, Food 
and Drug Administration. M 

9 146.18 Exemptions for labeling . <a> 
Except as provided by paragraphs (c) 
and (d) of this section, a shipment or 


other delivery of a drug which Is to be 
labeled at an establishment located else¬ 
where than at the place of manufacture 
shall be exempt, during the time of in¬ 
troduction into and movement in inter¬ 
state commerce and the time of holding 
In such establishment, from the require¬ 
ments of section 503 (1) of the act if the 
labeling of each shipping container bears 
the batch mark of the drug, the num¬ 
ber of units per package, the expiration 
date, and if the person who introduced 
such shipment or delivery into interstate 
commerce holds a permit from the Com¬ 
missioner authorizing shipment for la¬ 
beling In such establishment. 

(b) (1) An application for such a per¬ 
mit shall be In a form specified by the 
Commissioner, and shall give the name 
and location of the establishment in 
which such labeling is to be done. 

(2) In case the applicant is the oper¬ 
ator of such establishment, the applica¬ 
tion shall include a written agreement 
signed by him that he will request cer¬ 
tification of each batch from which any 
shipment or delivery is mode to such 
establishment unless it Is exempt under 
section 801 (d) of the act or 9 146.23; 
that he will not remove any of such drug 
from such establishment unless it com¬ 
plies with section 502 (1) of the act or 
is so exempt, or if certification is refused, 
unless It is returned within a reasonable 
time to permit reprocessing and certifica¬ 
tion, destruction, or such exemption at 
the establishment where It was manu¬ 
factured; that he will keep complete rec¬ 
ords showing the date, quantity, and 
batch mark of each such shipment and 
delivery and the disposition thereof; that 
he will make such records, available to 
any officer or employee of the Food and 
Drug Administration at any reasonable 
hour within three years after the date 
of such disposition; and that he will ac¬ 
cord full opportunity to such officer or 
employee to make inventories of stocks 
on hand and otherwise check the cor¬ 
rectness of such records. 

(3) In case the applicant is not the 
operator of such establishment such ap¬ 
plication shall include or be accompa¬ 
nied by: 

(1) A written agreement signed by the 
applicant that he will request certifica¬ 
tion of each batch from which any ship¬ 
ment or delivery is made to such estab¬ 
lishment unless it is exempt under sec¬ 
tion 801 (d) of the act or § 146 23; that 
he will keep complete records showing 
the date, quantity, and batch mark of 
each such shipment and delivery; and 
that he will make such records available 
to any officer or employee of the Food 
and Drug Administration at any reason¬ 
able hour within three years after the 
date of such shipment or delivery: and 

(ii) A written agreement signed by the 
operator of such establishment that he 
will submit a request, supplemental to 
that of the applicant, for the certifica¬ 
tion of each batch or portion thereof 
comprised in any such shipment or de¬ 
livery received by him unless it is exempt 
under section 801 (d> of the act or 
9 148.23; that he will specify in his re¬ 
quest the number of packages of each 
size In such shipment or delivery, the 
date of delivery, the batch mark thereof, 
and the batch mark he will use therefor; 
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that the batch marks to be used (If dif¬ 
ferent from those of the applicant) will 
be only those of which the key is specified 
in this agreement that the expiration 
date used for the batch will be only that 
assigned to the manufacturer by cer¬ 
tification; that the labeling to be used 
for such packages will be only that of 
wjiich specimens are attached to this 
agreement (including specimens of aU 
brochures and other printed matter, ex¬ 
cept readily available medical publica¬ 
tions, referred to in such labeling); that 
when any change is made in such key or 
labeling he will promptly submit to the 
Commissioner a full statement of such 
change or. In the case of changed label¬ 
ing, specimens showing all such changes; 
that he will not remove any of such drug 
from such establishment unless it com¬ 
plies with section 502 (1) of the act or Is 
exempt under section 801 (d) of the act 
or i 146.23 or, if certification is refused, 
unless it is returned within & reasonable 
time to permit reprocessing and certifi¬ 
cation. destruction, or such exemption at 
the establishment where it was manufac¬ 
tured; that he will keep complete 
records of the disposition of each such 
shipment and delivery; that he will make 
such records available to any officer or 
employee of the Food and Drug Admin¬ 
istration at any reasonable hour within 
three years after the date of such dispo¬ 
sition; and that he will accord full op¬ 
portunity to such officer or employee to 
make inventories of stocks on hand and 
otherwise check the correctness of such 
records, 

(4) When the Commissioner finds, 
after giving notice and opportunity for 
hearing, that such application contains 
any untrue statement of a material fact 
or that any provision of any such agree¬ 
ment has been violated he may revoke 
such permit. 

(c) An exemption of a shipment or 
oilier delivery under paragraph (a) of 
this section, in case the person who in¬ 
troduced such shipment or delivery into 
interstate commerce is the operator of 
such establishment, shall become void ab 
Initio at the beginning of the act of re¬ 
moving or offering to remove such ship¬ 
ment or delivery or any part thereof, be¬ 
fore or after labeling, from such estab¬ 
lishment unless such batch complies with 
section 502 (1) of the act or is exempt un¬ 
der section 801 (d) of the act or $ 146.23 
or, if certification Is refused, unless such 
shipment or delivery Is returned within 
a reasonable time to permit reprocessing 
and certification, destruction, or such ex¬ 
emption at the establishment where It 
was manufactured. 

(d) An exemption of a shipment or 
other delivery under paragraph (a) of 
this section. In case the person who in¬ 
troduced such shipment or delivery Into 
interstate commerce is not the operator 
of such establishment, shall expire at the 
beginning of the act of removing or offer¬ 
ing to remove such shipment or delivery 
or any part thereof, before or after label¬ 
ing. from such establishment unless such 
batch complies with section 502 (1) of 
the act or Is exempt under section 801 
(d) of the act or \ 146.23 or, if certifica¬ 
tion Is refused, unless such shipment or 
delivery, within a reasonable time, is de¬ 
stroyed or returned to permit reproccss- 


RULES AND REGULATIONS 

lng and certification, destruction, or 
such exemption at the establishment 
where it was manufactured. 

1146.19 Exemptions lor storage, (a) 
Except as provided by paragraphs (c) 
and (d) of this section, a shipment or 
other delivery of a drug which Is to be 
stored at a warehouse located elsewhere 
than at the place of manufacture shall 
be exempt, during the time of introduc¬ 
tion into and movement In interstate 
commerce and the time of holding in 
such warehouse, from the requirements 
of section 502 (1) of the act If the label¬ 
ing of each shipping container bears the 
batch mark of the drug, and If the person 
who introduced such* shipment or deliv¬ 
ery into Interstate commerce holds a 
permit from the Commissioner authoriz¬ 
ing shipment for storage in such ware¬ 
house. 

(b) An application for such a permit 
shall be In a form specified by the Com¬ 
missioner. and shall give the name and 
location of the warehouse in which such 
drug Is to be stored. Such application 
shall be accompanied by: 

(1) A written agreement signed by the 
applicant that he will request certifica¬ 
tion of each batch thereof unless It Is 
exempt under section 801 (d) of the act 
or $3 146.18, 146.21, or 146.22. that he 
will not remove any of such drug from 
such warehouse unless it compiles with 
section 502 (1) of the act or is so ex¬ 
empt or. if certification Is refused unless 
It is returned within a reasonable time to 
permit reprocessing and certification, de¬ 
struction, or such exemption at the 
establishment where it was manufac¬ 
tured; that he will keep complete records 
showing the date, quantity, and batch 
mark of each shipment and other deliv¬ 
ery of any such drug to such warehouse, 
and that he will make such records avail¬ 
able to any officer or employee of the 
Food and Drug Administration at any 
reasonable hour within three years after 
the date of such shipment or delivery; 
and 

<2) A written statement signed by the 
operator of such warehouse showing that 
he has adequate facilities for such stor¬ 
age; such statement shall contain an 
agreement that he will hold each ship¬ 
ment or other delivery of such drug In¬ 
tact. under such conditions as will not 
cause failure of the drug to comply with 
the requirements for certification, that 
he will keep complete records showing 
the date of receipt by him and the quan¬ 
tity and batch mark of each such ship¬ 
ment and delivery and the disposition 
thereof, that he will make such records 
available to any officer or employee of 
the Food and Drug Administration at 
any reasonable hour within three years 
after the date of such disposition, and 
that he will accord full opportunity to 
such officer or employee to make Inven¬ 
tories of stocks on hand and otherwise 
check the correctness of such records. 

If the applicant keeps complete records 
showing the date, quantity, and batch 
mark of each shipment and other de¬ 
livery of any such drug from such ware¬ 
house and the name and post-office ad¬ 
dress of the person to whom such ship¬ 
ment or delivery was made, the agree¬ 
ment to keep records of such disposals, 


to make such records available, and to 
afford opportunity for checking their 
correctness may be Included in the appli¬ 
cant's agreement and omitted from that 
of the operator. 

When the Commissioner finds, after 
giving notice and opportunity for hear¬ 
ing. that such application contains any 
untrue statement of a material fact or 
that any provision of any such agree¬ 
ment has been violated he may revoke 
such permit. 

(c) An exemption of a shipment or 
other delivery under paragraph (a) of 
this section. In case the person who intro¬ 
duced such shipment or delivery Into 
interstate commerce Is the operator of 
such warehouse, shall become void ab 
initio at the beginning of the act of 
removing or offering to remove such 
shipment or delivery or an>r part thereof 
from such warehouse unless such batch 
complies with section 502 (1) of the act 
or Is exempt under section 801 (d> of the 
act or 33 146.18, 146.21, or 146.22. or. if 
certification is refused, unless such ship¬ 
ment or delivery is returned within a 
reasonable time to permit reprocessing 
and certification, destruction, or such 
exemption at the establishment where it 
was manufactured. 

(d) An exemption of a shipment or 
other delivery under paragraph (a) of 
this section, in case the person who In¬ 
troduced such shipment or delivery Into 
Interstate commerce is not the operator 
of such warehouse, shall expire at the 
beginning of the act of removing or offer¬ 
ing to remove such shipment or delivery 
or any part thereof from such warehouse 
unless such batch complies with section 
502 (1) of the act or is exempt under sec¬ 
tion 801 (d) of the act or SI 146.18,146.21, 
or 146.22. or. if certification is refused, 
unless such shipment or delivery, within 
a reasonable time, is destroyed, or re¬ 
turned to permit reprocessing and certifi¬ 
cation. destruction, or such exemption at 
the establishment where it was manu¬ 
factured. 

$ 146.20 Exeviptions for processing . 
(a> Except as provided by paragraphs 
(c> and (d> of this section, a shipment 
or other delivery of penicillin, streptomy¬ 
cin, dihydrostreptomycin, aureomycln, 
chloramphenicol, or bacitracin In con¬ 
centrated aqueous solution which Is to be 
processed at an establishment located 
elsewhere than at the place of manufac¬ 
ture shall be exempt during the time of 
introduction Into and movement In in¬ 
terstate commerce and the time of hold¬ 
ing in such establishment from the 
requirements of section 502 O) of the 
act, if the person who Introduced such 
shipment or delivery Into Interstate com¬ 
merce holds a permit from the Commis¬ 
sioner authorizing shipment for process¬ 
ing in such establishment, and each 
package of such solution bears the batch 
mark of the drug. 

(b) An application for such a permit 
shaU be in a form specified by the Com¬ 
missioner and shall give the name and 
location of the establishment In which 
such processing is to be done. Such 
application shall be accompanied by: 

(1)A written agreement signed by the 
applicant that he will keep complete rec¬ 
ords showing the date, quantity, potency. 
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and batch mark of each shipment and 
other delivery of any such solution to 
such establishment, and that he will 
make such records available to any offi¬ 
cer or employee of the Pood and Drug 
Administration at any reasonable hour 
within three years after the date of such 
shipment or delivery: 

(2) A written statement signed by the 
operator of such establishment showing 
that he has adequate facilities for such 
processing: such statement shall contain 
an agreement that he will keep complete 
records showing the date of receipt by 
him and the quantity and batch ma A of 
each such shipment and delivery and the 
disposition thereof, that he will make 
such records available to any officer or 
employee of the Pood and Drug Adminis¬ 
tration at any reasonable hour within 
three years after date of such disposi¬ 
tion, and that he will accord full oppor¬ 
tunity to such officer or employee to 
make Inventories of stocks on hand and 
otherwise check the correctness of such 
records: and 

(3) A written agreement signed by the 
person who will own the drug after the 
processing Is completed that he will re¬ 
quest certification of each batch thereof 
unless It Is exempt under section 801 <d) 
of the act or 55 146.18. 146.19. 146.21. 

146.22. or 146.23, and that he will not 
remove any of such drug from such es¬ 
tablishment unless it complies with sec¬ 
tion 502 (1) of the act or Is so exempt. 

When the Commissioner finds, after 
giving notice and opportunity for hear¬ 
ing. that such application contains any 
untrue statement of a material fact or 
that any provision of any such agree¬ 
ment has been violated he may revoke 
such permit 

(c) An exemption of a shipment or 
other delivery under paragraph (a) of 
this section, in case the person who in¬ 
troduced such shipment or delivery Into 
interstate commerce is the operator of 
such establishment, shall become void 
ab Initio at the beginning of the act of 
removing or offering to remove such 
shipment or delivery or any part thereof, 
before or after processing, from such es¬ 
tablishment unless the batch made from 
such shipment or delivery complies with 
section 502 (1) of the act or is exempt 
under section 801 (d> of the act or 
II 146.18. 146.19, 146.21, 146.22. or 146.23 
or. if certification is refused, unless such 
shipment or delivery is reprocessed and 
certified or destroyed within a reasonable 
time. 

(d) An exemption of a shipment or 
other delivery under paragraph (a) of 
this section, In case the person who intro¬ 
duced such shipn^ent or delivery into 
interstate commerce is not the operator 
of such establishment, shall expire at the 
beginning of the act of removing or offer¬ 
ing to remove such shipment or delivery 
or any parVthereof, before or after proc¬ 
essing. from such establishment unless 
the batch made from such shipment or 
delivery compiles with section 502 (1) 
of the act or is exempt under section 801 
<d) of the act or 55 146.18,146.19. 146.21. 

146.22, or 146.23. or, if certification has 
been refused, unless such shipment or 
delivery is reprocessed and certified or 
destroyed within a reasonable time. 


5 146.21 Exemptions for repacking . 
(a) Except as provided by paragraphs 
<c) and (d) of this section, a shipment 
or other delivery of a drug which Is to 
be repacked at an establishment located 
elsewhere than at the place of manufac¬ 
ture shall be exempt, during the time of 
Introduction Into and movement In In¬ 
terstate commerce and the time of hold¬ 
ing in such establishment from the re¬ 
quirements of section 502 (1) of the act 
If the labeling of each container bears 
the batch mark of the drug and the 
number of units per package, and If the 
person who introduces such shipment 
or delivery into interstate commerce 
holds a permit from the Commissioner 
authorizing shipment for repacking In 
such establishment. 

(b) An application for such a permit 
shall be in a form specified by the Com¬ 
missioner. and shall give the name and 
location of the establishment in which 
such repacking is to be done. Such appli¬ 
cation shall be accompanied by: 

11) A written agreement signed by the 
applicant that he will keep complete rec¬ 
ords showing the date, quantity, and 
batch mark of each shipment and other 
delivery of any such drug to such estab¬ 
lishment, and that he will make such 
records available to any officer or em¬ 
ployee of the Food and Drug Administra¬ 
tion at any reasonable hour within three 
years after the date of each shipment or 
delivery; 

(2) A written statement signed by the 
operator of such establishment showring 
that he has adequate facilities for such 
racking; such statement shall contain 
an agreement that he will keep complete 
records showing the date of receipt by 
him and the quantity and batch mark 
of each such shipment and delivery and 
the disposition thereof, that he will make 
such records available to any officer or 
employee of the Food and Drug Admin¬ 
istration at any reasonable hour within 
three years after the date of such dis¬ 
position. and that he will accord full op¬ 
portunity^) such officer or employee to 
make inventories of stocks on hand and 
otherwise check the correctness of such 
records; and 

<3) A written agreement signed by the 
person who will own the drug after the 
repacking Js completed that he will re¬ 
quest certification of each batch thereof 
unless it is exempt under section 801 
<d> of the act or 55 146.18, 146.19, or 

146.23, and that he will not remove any 
of such drug from such establishment 
unless it complies with section 502 (1) 
of the act or is so exempt or is returned 
to him for labeling or. If certification Is 
refused, unless it is returned within a 
reasonable time to permit reprocessing 
and certification, destruction, or such 
exemption at the establishment where It 
was manufactured. 

When the Commissioner finds, after 
giving notice and opportunity for hear¬ 
ing, that such application contains any 
untrue statement of a material fact or 
that any provision of any such agree¬ 
ment has been violated he may revoke 
such permit. 

<c) An exemption of a shipment or 
other delivery under paragraph (a) of 
this section, in case the person who in¬ 
troduced such shipment or delivery into 


interstate commerce is the operator of 
such establishment, shall become void ab 
initio at the beginning of the act of re¬ 
moving or offering to remove such ship¬ 
ment or delivery or any part thereof, 
before or after repacking, from such 
establishment unless such batch'com¬ 
plies with section 502 0) of the act or 
is exempt under section 801 <d> of the 
act or §5 146.18. 146.19, or 146 23 or Is 
returned to such person for labeling or. 

If certification is refused, unless such 
shipment or delivery is returned within 
agreasonable time to permit reprocessing 
and certification, destruction, or such 
exemption at the establishment where It 
was manufactured. 

<d> An exemption of a shipment or 
other delivery under paragraph (a) of 
this section. In case the person who In¬ 
troduced such shipment or delivery into 
Interstate commerce is not the operator 
of such establishment, shall expire at 
the beginning of the act of removing or 
offering to remove such shipment or de¬ 
livery or any part thereof, before or after 
repacking, from su^h establishment un¬ 
less such batch compiles with section 
502 <J> of the act or is exempt under 
section 801 (d) of the act or 55 146 18. 
146 19. or 148.23 or is returned to such 
person for labeling or. if certification Is 
refused, unless such shipment or delivery, 
witl in a reasonable time. Is destroyed or 
returned to permit reprocessing and cer¬ 
tification, destruction, or such exemp¬ 
tion at the establishment where It was 
manufactured. 

5 146.22 Exemptions for manufactur¬ 
ing use . (a) Except as provided by para¬ 
graphs <c) and (d) of this section, a 
shipment or other delivery of penicillin, 
streptomycin, dihydrostreptomycin, au- 
rcomycln. chloramphenicol, or bacitracin 
which Is packed In containers of not less 
than 10.000,000 units of penicillin or 10 
grams of streptomycin, dlhydrostrepto- 
mycin, aureomycin. chloramphenicol, or 
bacitracin each shall be exempt, during 
the time of Introduction into and move¬ 
ment In interstate commerce and the 
time of holding in the establishment 
where It Is so used, from the require¬ 
ments of section 502 (1) of the act. If it 
conforms to the standards prescribed 
therefor by the section of the ; regula¬ 
tions in this part which Is specifically 
applicable to such other drug. If the 
label of each container bears the batch 
mark of the drug, the number of units or 
grams per package, and the date on 
which the latest assay of the drug was 
completed, and If the person who intro¬ 
duced each shipment or delivery into 
interstate commerce holds a permit from 
the Commissioner authorizing shipment 
for manufacturing use in such estab¬ 
lishment, 

(b) An application for such a permit 
shall be in a form specified by the Com¬ 
missioner. shall give the name and loca¬ 
tion of the establishment in which such 
drug is to be used and shall be occom- * 
panled by: 

(1) A written agreement signed by the 
applicant that he will keep complete 
records showing the date, quantity, and 
batch mark of each shipment and other 
delivery of any such drug to such estab¬ 
lishment, and that he will make such 
records available to any officer or em- 
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ployee of the Pood and Drug Administra¬ 
tion at any reasonable hour within three 
years after the date of such shipments 
or delivery: 

(2) A written statement signed by the 
operator of such establishment showing 
that Ub has adequate facilities for the 
manufacture of such other drug; such 
statement shall contain an agreement 
that he will keep complete records show¬ 
ing the date of receipt by him and the 
quantity and batch mark of each such 
shipment and delivery and the disposi¬ 
tion thereof and showing the quantity 
and batch mark of each batch of such 
other drug manufactured by him and 
the disposition thereof; that he will 
make such records available to any offi¬ 
cer or employee of the Pood and Drug 
Administration at any reasonable hour 
within three years after the date of such 
disposition, and that he will accord full 
opportunity to such officer or employee 
to make inventories of stocks on hand 
and otherwise check the correctness of 
such records; and 

(3) A written agreement signed by the 
person who will own the drug after its 
manufacture is completed that he will 
request certification of each batch there¬ 
of unless it is exempt under section 801 
<d> of the act or !3 146.18. 146.19. 146.21. 
or 146 23. and that he will not remove 
any of such drug from such establish¬ 
ment unless it complies with section 502 

(1) of the act or is so exempt or is re¬ 
turned to him for labeling. 

When the Commissioner finds, after 
giving notice and opportunity for hear¬ 
ing. that such application contains any 
untrue statement of a material fact or 
that any provision of any such agree¬ 
ment has been violated he may revoke 
such permit. 

<c> An exemption of a shipment or 
other delivery under paragraph (a) of 
this section, in case the person who in¬ 
troduced such shipment or delivery into 
interstate commerce is the operator of 
such establishment, shall become void 
ab initio at the beginning of the act of 
removing or offering to remove such 
shipment or delivery or any part thereof 
from such establishment, prior to its uso 
In the manufacture of another drug, 
unless it is exempt under section 801 (d) 
of the aot. 

(d> An exemption of a shipment or 
other delivery under paragraph Ca) of 
this section, in case the person who in¬ 
troduced such shipment or delivery into 
interstate commerce is not the operator 
of such establishment, shall expire at 
the beginning of the act of removing or 
offering to remove such shipment or 
delivery or any part thereof from such 
establishment, prior to its use in the 
manufacture of another drug, unless It 
is exempt under section 801 (d) of the 
act. 

$ 146 23 Exemptions for investiva- 
tional use . (a) A shipment or other de¬ 
livery of a drug shall be exempt from 
section 502 (1) of the act If all of the 
following requirements are complied 
with: 

<1) The label of such drug bears the 
batch mark and the statement ‘'Cau¬ 
tion—Limited by Federal Law to investi¬ 
gational use only." 
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(2) Such shipment or delivery is made 
only to, and solely for investigational use 
by or under the direction of. an expert 
qualified by scientific training and ex¬ 
perience to investigate the safety or 
efficacy of such drug. 

(3) The person who introduced such 
shipment or delivery into Interstate com¬ 
merce keeps complete records showing 
the date, quantity, and batch mark of 
each such shipment and delivery 

(4) Such person, prior to making such 
shipment or delivery, obtains a statement 
signed by such expert showing that he 
has adequate facilities for the investi¬ 
gation to be conducted by him, and that 
such drug will be used solely by him or 
under his direction for the Investigation. 
Such person shall keep such statement. 

(5) Such person‘makes all documents 
referred to In subparagraphs (3) and <4> 
of this paragraph available to any officer 
or employee of the Food and Drug Ad¬ 
ministration at any reasonable hour 
within three years after the date of such 
shipment or delivery. 

<b) An exemption of a shipment or 
other delivery of a drug under paragraph 

(a) of this section shall become void ab 
initio if: 

<1) The person who introduced such 
shipment or delivery into interstate com¬ 
merce falls to keep any document re¬ 
quired to be kept by paragraph (a) of 
this section: or 

(2) Such person fails to make any 
such document available for inspection 
as required by paragraph (a) of this sec¬ 
tion. 

<c> An exemption of a shipment or 
other delivery of a drug under para¬ 
graph (a) of this section shall expire 
upon the use of any part of such ship¬ 
ment or delivery other than In accord¬ 
ance with the signed statement referred 
to In subparagraph (4) of paragraph (a) 
of this section. 

3 146 24 Sodium penicillin (penicillin 
sodium . penicillin sodium salt ), calcium 
penicillin (penicillin calcium, penicillin 
calcium salt), crystalline penicillin ( crys- 
talline penicillin sodium, crystalline pen¬ 
icillin sodium salt , crystalline penicillin 
potassium, crystalline penicillin potas¬ 
sium salt , crystalline penicillin G sodium, 
crystalline penicillin G sodium salt , crys- 
talline penicillin G potassium, crystalline 
penicillin G potassium salt . crystalline 
penicillin O sodium, crystalline penicillin 
O sodium salt , crystalline penicillin O 
potassium . crystalline penicillin O potas¬ 
sium salt) —(a) Standards of identity , 
strength, quality , and purity . Sodium 
penicillin is the sodium salt of a kind of 
penicillin, or a mixture of two or more 
such salts; calcium penicillin is the cal¬ 
cium salt of a kind of penicillin, or a mix¬ 
ture of two or more such salts; crystal¬ 
line penicillin is the heat-stable,crystal¬ 
line sodium or-pptassium salt of one or 
more kinds of penicillin, but the quantity 
of any salt of penicillin K therein is not 
more than 30 percent; crystalline pen- 
icillin O is crystalline penicillin which 
contains not less than 85 percent by 
weight of the sodium salt or potassium 
salt of penicillin Q; crystalline pen¬ 
icillin O Is crystalline penicillin which 
contains not loss than 85 percent by 
weight of the sodium salt or potassium 


salt of penicillin O and it contains 
not more than 0.5 percent by weight of 
the sodium salt or potassium salt of 
penicillin G. Each such drug is so puri¬ 
fied and dried that: 

cl) Its potency is not less than 500 
units per milligram, except that if it con¬ 
tains not less than 90% of a salt of 
penicillin X its potency is not less than 
350 units per milligram; 

GO It is sterile; 

(3) It is nontoxic; 

(4) It is nonpyrcgenic; 

(5) Its moisture content is not more 
tharf 2.5 percent unless it is crystalline 
penicillin in which case its moisture con¬ 
tent is not more than 1.5 percent; 

(6) Its pH in aqueous solution of 5.000 
to 10.000 units per milliliter is not less 
than 5.0 and not more than 7.5. 

(b) Packaging . In all cases the im¬ 
mediate containers shall be tight con¬ 
tainers as defined by the U. 8. P.. shall 
be sterile at the time of filling and clos¬ 
ing. shall be so sealed that the contents 
cannot be used without destroying the 
seal, and shall be of such composition 
as will not cause any change In the 
strength, quality, or purity of the con¬ 
tents beyond any limit therefor in ap¬ 
plicable standards, except that minor 
changes so caused which are normal and 
unavoidable in good packaging, storage, 
and distribution practice shall be disre¬ 
garded. In case It is packaged for dis¬ 
pensing It shall be In immediate contain¬ 
ers of colorless transparent glass, closed 
by a substance through which a hypo¬ 
dermic needle may be introduced and 
withdrawn without removing the closure 
or destroying its effect!veness: each such 
container shall contain 100.000 units, 
200.000 units, 300.000 units, 500.000 units, 
1,000.000 units. 2.000.000 units. 3.000.000 
units, 4,000,000 units, or 5,000.000 units, 
except that when packaged and labeled 
solely for dental use each such container 
may contain not less than 10.000 units, 
and each may be packaged in combina¬ 
tion with a container of the solvent 
water for injection U. S. P.. dextrose in¬ 
jection 5 percent U. 8. P. (if not pack¬ 
aged for dental use), or physiological 
salt solution U. S. P. In case it is pack¬ 
aged and labeled solely for dental use. 
It may be packaged in combination with 
a container of an aqueous solution of a 
suitable local anesthetic. 

(c) Labeling . Each package shall bear 
on Its label or labeling as hereinafter 
Indicated, the following: 

(1) On the outside wrapper or con¬ 
tainer and the immediate container: 

<i> The batch mark; 

(11) The number of units in the imme¬ 
diate container; 

(ill) The statement "Expiration date 

_the blank being filled in with 

the date which is 18 months or if it is 
crystalline penicillin 36 months, after 
the month during which the batch was 
certified; and 

(lv) The statement "For Manufactur¬ 
ing Use," "For Repacking," or "For Man¬ 
ufacturing Use or Repacking" when 
packaged for repacking or for use as an 
Ingredient in the manufacture of another 
drug, as the case may be. 

(2) On the outside wrapper or con¬ 
tainer if it is not crystalline penicillin 
the statement "Store in refrigerator not 
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above 15* C. (59* F>. H or “Store below 
15- C. (59* F.)/* 

(3) On the circular or other labeling 
within or attached to the package. If It 
is packaged for dispensing, adequate di¬ 
rections for use and warnings a s re¬ 
quired by section 502 (f) of the act, 
including: 

(1) Clinical indications; 

(II) Dasage and administration, in¬ 
cluding method of preparation and 
strength of solution^ for different routes 
of injection and local application: 

Oil) The conditions under which such 
solutions should be stored, including a 
reference to their instability when stored 
under other conditions and if it is crys¬ 
talline penicillin the statement “Sterile 
solution may be kept in refrigerator for 
three days without significant loss of 
potency/* and if it is not crystalline 
penicillin the statement “Sterile solution 
may be kept In refrigerator for one week 
without significant lass of potency”; 

<iv) Contraindications: and 

(v) Untoward effects that may accom¬ 
pany administration, including sensiti¬ 
zation. 

If two or more Immediate coi tainers 
are in such package, the number of such 
circulars or other labeling shall not be 
less than the number of such containers. 

<d) Requests for certification, check 
tests and assays; samples . (1) In addi¬ 
tion to complying with the requirements 
of § 146.2, a person who requests certifi¬ 
cation of & batch shall submit with his 
request a statement showing the batch 
mark, the number of packages of each 
size in the batch, the number of units 
in each package, and (unless it was pre¬ 
viously submitted) the date on which the 
latest assay of the drug comprising the 
batch was completed. Such request 
shall be accompanied or followed by the 
results of tests and assays made by him 
on the batch for potency, sterility, tox¬ 
icity, pyrogens, moisture. pH, penicillin 
K content (unless it is crystalline peni¬ 
cillin G or crystalline penicillin O), 
crystallinity and heat stability if it is 
crystalline penicillin, the penicillin G 
content if it is crystalline penicillin G 
or crystalline penicillin O. and the peni¬ 
cillin O content if it is crystalline pen¬ 
icillin O. If such batch or any part 
thereof is to be packaged with a solvent 
such request shall also be accompanied 
by a statement that such solvent con¬ 
forms to the requirements prescribed 
therefor by this section. 

(2) If such batch is packaged for dis¬ 
pensing such person shall submit with 
his request a sample consisting of one 
immediate container for each 5,000 im¬ 
mediate containers in such batch, but in 
no case shall such sample consist of less 
than six or more than 13 immediate con¬ 
tainers. unless: 

CD It Is crystalline penicillin, other 
than crystalline penicillin G, then not 
less than 8 and not more than 15 
immediate containers: 

<il> If it is crystalline penicillin O or 
crystalline penicillin O. then not less 
than 10 and not more than 17 immediate 
containers: 

(lii) If it Is packaged in containers of 
less than 100,000 units each for dental 
use, then not less than 20 and not more 
than 100 immediate containers if it is 


not crystalline penicillin, and not less 
than 40 and not more than 100 Imme¬ 
diate containers if It Is crystalline peni¬ 
cillin. Such sample shall be collected by 
taking single immediate containers, be¬ 
fore or after labeling, at such intervals 
throughout the entire time of packaging 
the batch that the quantities packaged 
during the intervals are approximately 
equal 

(3> If such batch Is packaged for re¬ 
packing or for use as an ingredient in 
the manufacture of another drug, such 
person shall submit with his request a 
sample containing 6. or In the case of 
orystalllne penicillin 10. approximately 
equal portions of at least 60 milligrams 
each taken from different parts of such 
batch: each such portion shall be pack¬ 
aged in a separate container, and in ac¬ 
cordance with the requirements of para¬ 
graph (b) of this section. 

(4) In connection with contemplated 
requests for certification of repacked 
batches or batches of another drug in 
the manufacture of which it is to be used, 
the manufacturer of a batch which is 
to be so repacked or used may request 
the Commissioner to make check tests 
and assays on a sample of such batch 
taken as prescribed by subparagraph (3) 
of this paragraph. From the informa¬ 
tion required by subparagraph (1) of this 
paragraph may be omitted results of tests 
and assay* not required for the batch 
when used in such other drug. The 
Commissioner shall report to such 
manufacturer results of such check tests 
and assays as are so requested. 

(e) Fees . The fee for the services ren¬ 
dered with respect tb each batch under 
the regulations In this part shall be: 

(1) $4.00 for each Immediate con¬ 
tainer in the sample submitted In ac¬ 
cordance with paragraph (d) (2), <3), 
and (4) of this section, except If pack¬ 
aged in containers of Iras than 100,000 
units each for dental use. $1.00 for each 
Immediate container: and 

(2) If the Commissioner considers that 
Investigations, other than examination 
of such immediate containers, are neces¬ 
sary to determine whether or not such 
batch complies with the requirements of 
S 146.3 for the issuance of a certificate, 
the cost of such investigations. 

The fee prescribed by subparagraph 
<1> of this paragraph shall accompany 
the request for certification unless 
such fee is covered by an advance 
deposit maintained in accordance with 
S 146 8 <d). 

(f) Exemption of crystalline penicit - 
Un G from certification. Crystalline 
penicillin G sodium, crystalline penicillin 
G sodium salt, crystalline penicillin G 
potassium, crystalline penicillin G po¬ 
tassium salt, shall be exempt from the 
requirements of sections 502 (1) and 507, 
No provision of any regulation in this 
part shall apply to such drug except the 
standards of Identity, strength, quality, 
and purity specified for its use In the 
manufacture of another drug. 

$ 146.25 Penicillin in oil and wax (cal¬ 
cium penicillin in oil and wax, crystal¬ 
line penicillin In oil and wrax>—(a) 
Standards of identity , strength . quality, 
and purity . Penicillin in oil and wax 
is a suspension of calcium pcnictU 


lln or crystalline penicillin In a mens¬ 
truum of refined peanut oil or sesame oil 
in which white wax is dispersed. If It is 
represented to be free-flowing, not less 
than 50 percent of the total relative 
weight of the penicillin In the drug con¬ 
sists of penicillin having a particle size 
of not less than 50 microns in length. 
Its potency Is 100.000 units, 200.000 units, 
or 300.000 units per milliliter except if it 
is packaged and labeled solely for udder 
Instillations of cattle Its potency is 2,000 
units per milliliter. The content of white 
wax in the menstruum before the addi¬ 
tion or the penicillin Is not less than 3.0 
percent (w/v> if the potency Is to be not 
more than 200.000 units per milliliter, 
and not less than 4.7 or more than 4.9 
percent (w/v) if the potency is to be 
300,000 units per milliliter. The mois¬ 
ture content is not more than 1.0 percent 
It is sterile. The calcium penicillin or 
crystalline penicillin used conforms to 
the requirements of i 146.24 (a), but its 
potency is not less than 750 units per 
milligram if it is used in making a prod¬ 
uct of not more than 200.000 units per 
milliliter, and not less than 900 units 
per milligram if it is used In making a 
product containing 300.000 units per mil¬ 
liliter. The peanut oil, sesame oil, and 
the whitq wax used conform to the 
standards' prescribed therefor by the 
U. S. P. 

(b) Packaging. The immediate con¬ 
tainer of penicillin in oil and wax shall be 
of colorless transparent glass (if pack¬ 
aged and labeled solely for udder instilla¬ 
tions of cattle, it shall be of transparent 
glass) so closed as to be a tight container 
as defined by the U. S. P., shall be sterile 
at the time of filling and closing, shall be 
so sealed that its contents cannot be used 
without destroying such seal, and shall 
be of such composition as will not cause 
any change in the strength, quality, or 
purity of the contents beyond any limit 
therefor in applicable standards, except 
that minor changes so caused which are 
normal and unavoidable In good packag¬ 
ing. storage, and distribution practice 
shall be disregarded. The quantity of 
penicillin in oil and wax in each such 
container shall be not less than one mil¬ 
liliter and not more than 20 milliliters, 
unless It is packaged for repacking or is 
packaged and labeled solely for udder in¬ 
stillations of cattls. Unless it is pack¬ 
aged for repacking each container shall 
be filled with a volume of penicillin in oil 
and wax in excess of that designated, 
which excess shall be sufficient to per¬ 
mit the withdrawal and the administra¬ 
tion of the volume indicated whether ad¬ 
ministered in either single or multiple 
doses. 

(c) Labeling. Each package of pen¬ 
icillin in oil and wax shall bear, on Its 
label or labeling as hereinafter Indicated 
the following: 

(1) On the outside wTapper or con¬ 
tainer and the immediate container of 
the package: 

(!) The batch mark; 

(ID The number of units per milliliter 
of the batch; 

CUD The statement “Expiration date 

—-*\ the blank being filled in. if 

crystalline penicillin Is used, with the 
date which is 18 months, or if crystaJUne 
penicillin is not used, with the date which 





9172 

Is 12 months after the month during 
which the batch was certified; 

(iv) The statement ‘Tor intramuscu¬ 
lar use only*'; 

(v) If it Is represented to be free- 
flowing. the statements “Do not heat" 
and “Shake well"; 

(vi) If It Is represented to contain 
2.000 units per milliliter, the statement 
“For udder installations of cattle only"; 
and 

(vii) The name of each oil used in 
making the batch. 

(2) On the circular or other labeling 
within or attached to the package, ade¬ 
quate directions for use and warnings as 
required by section 502 (f) of the act, 
including: 

(1) Clinical Indications; 

(ii) Dosage and administration, in¬ 
cluding site of injection; 

(ii!) Contraindications; and 

(iv) Untoward effects that may ac¬ 
company administration, including sen¬ 
sitization. 

(d) Requests for certification; sam¬ 
ples. (1) In addition to complying with 
the requirements of $ 146.2, a person who 
requests certification of a batch of peni¬ 
cillin in oil and wax shall submit with 
his request a statement showing the 
batch mark, the number of packages of 
each size in such batch, the batch mark 
and (unless it was previously submitted) 
the date on which the latest assay of the 
penicillin used in making such batch was 
completed, the number of units in each 
of such packages, the quantity of each 
ingredient used in making the batch, the 
date on which the latest assay of the 
drug comprising such batch was com¬ 
pleted. and that the peanut oil or sesame 
oil and white wax used in making such 
batch conforms to the requirements pre¬ 
scribed therefor by this section. 

(2) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the following, 
made by him on an accurately repre¬ 
sentative sample of: 

(i) The batch; potency, sterility, mois¬ 
ture, and if it is represented to be free- 
flowing. the particle size of the penicillin. 

(it) The penicillin used in making the 
batch; potency, sterility, toxicity, pyro¬ 
gens. moisture. pH, penicillin K content 
(unless It Is crystalline penicillin Q), 
crystallinity and heat stability if it is 
crystalline penicillin, and the penicillin O 
content If it Is crystalline penicillin O. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request, in the quantities here¬ 
inafter indicated, accurately representa¬ 
tive samples of the following: 

(I) The batch; one package for each 
500 packages in the batch, but in no case 
less than three packages, except if It Is 
represented to be free-flowing In which 
case not less than four packages, or more 
than 12 packages, collected by taking 
single packages at such Intervals 
throughout the entire time of packaging 
the batch that the quantities packaged 
during the intervals are approximately 
equal. 

(ii) The penicillin used in making the 
batch; six packages if it is calcium penl- 
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clllln or 10 packages if It is crystalline 
penicillin, containing approximately 
equal portions of not less than 60 milli¬ 
grams each, packaged in accordance with 
the requirements of 5 146.24 (b). 

(ill) In case of an initial request for 
certification, the peanut oil or sesame oil 
and white wax used in making the batch; 
one package of each containing, respec¬ 
tively approximately 250 grams and 25 
grams. 

(4) No result referred to in subpara¬ 
graph (2) (ii) of this paragraph, and no 
sample referred to In subparagraph <3) 
(11) of this paragraph, is required if such 
result or sample has been previously 
submitted. 

(e) Fees . The fee for the services 
rendered with respect to each batch of 
penicillin in oil and wax under the regu¬ 
lations in this part shall be: 

<1) $4 00 for each package submitted 
In accordance with paragraph <d) (3) 
(1), $4.00 for each package In the sam¬ 
ples submitted in accordance with para¬ 
graph <d) (3) (11) and dll), of this sec¬ 
tion: and 

(2) If the Commissioner considers 
that investigations, other than examina¬ 
tion of such packages, are necessary to 
determine whether or not such batch 
complies with the requirements of $ 146 3 
for the issuance of a certificate, the cost 
of such investigations. 9 

The fees prescribed by si#>paragraph 
(1) of this paragraph shall accompany 
the request for certification unless such 
fee is covered by an advance deposit 
maintained in accordance with I 146 8 
(d). 

« 

5 146 26 Penicillin ointment (calcium 
penicillin ointment, crystalline penicil - 
lin ointment , procaine penicillin oint¬ 
ment)—(a) Standards of identity . 
strength, quality, and purity. Penicillin 
ointment is calcium penicillin, crystalline 
penicillin, or procaine penicillin in a 
suitable and harmless ointment base with 
or without a suitable anesthetic. Its 
moisture content is not more than 
1.0%. Its potency is not less than 250 
units per gram, except if it i3 packaged 
and labeled solely for udder instillations 
of cattle, its potency is not less than 2000 
units per gram. The calcium penicillin 
or crystalline penicillin used conforms to 
the requirements of 4 146 24 (a), except 
the limitation on penicillin K content, 
and except subparagraphs (1). (2), and 
(4> of that paragraph, but Us potency is 
not less than 3C0 units per milligram. 
The procaine penicillin used conforms to 
the requirements of $ 146.44 (a), except 
subparagraphs <2) and <3) of that para¬ 
graph. Each other substance used, if its 
name Is recognized in the U. S. P. or 
N. F.. conforms to the standards pi-e¬ 
scribed therefor by such official com¬ 
pendium. 

(b) Packaging. Penicillin ointment 
shall be packaged in collapsible tubes, 
which shall be well-closed containers as 
defined by the U. 8. P.. and shall not be 
larger than the one-eighth-ounce size if 
such ointment is represented for oph¬ 
thalmic use and In no case larger than 
the two-ounce size, except if it is labeled 
solely for udder Instillations of cattle, it 
may be packaged in immediate contain¬ 
ers of transparent glass which meet the 


test for tight containers as defined by the 
U. S. P. Each such glass container shall 
be so sealed that the contents cannot be 
used without destroying such seal and 
shall be closed by a substance through 
which a hypodermic needle may be in¬ 
troduced and withdrawn without de¬ 
stroying its effectiveness. The composi¬ 
tion of the Immediate container and 
closure shall be such as will not cause any 
change in the strength, quality, or purity 
of the contents beyond any limit there¬ 
for In applicable standards, except that 
minor changes so caused which are nor¬ 
mal and unavoidable in good packaging, 
storage, and distribution practice shall 
be disregarded. 

(c) Labeling. Each package of pen¬ 
icillin ointment shall bear, on its label 
or labeling as hereinafter indicated, the 
following: 

<1) On the outside wrapper or con¬ 
tainer and the immediate container: 

(1) The batch mark; 

(ii) The number of units per gram of 
the batch; and 

(ill) The statement “Expiration date 

_." the blank being filled in 

with the date which is not more than 
12 months after the month during which 
the batch was certified, except that the 
blank may be filled in with the date 
which is 18 months after the month 
during which the batch was certified, if 
the person w'ho requests certification has 
submitted to the Commissioner results 
of tests and assays showing that after 
having been stored for such period of 
time such drug as prepared by him com- 
plie^wlth the standards prescribed by 
paragraph <a> of this section; 

(iv) If It is labeled solely for udder in¬ 
stillations of cattle and Is packaged in 
glass containers, the statements “Not for 
Injection." “For Udder Instillations of 
Cattle Only." and “Shake Weil." 

(2) On the outside wrapper or con¬ 
tainer: * 

(i) The statement “Store in refrigera¬ 
tor not above 15" C. <59* F.) M or “Store 
below 15° C. (59* F.>," unless the person 
who requests certification has submitted 
to the Commissioner results of tests and 
assays showing that such drug as pre¬ 
pared by him complies with the stand¬ 
ards prescribed by paragraph (a) of this 
section after having been stored at room 
temperature, but in no case shall such 
statement be required if it is labeled with 
an expiration date which is 9 months 
after the month during which the batch 
was certified; 

(ii) Unless it Is intended solely for 
veterinary use and is conspicuously so 
labeled, the statement “Caution: To be 
dispensed Dnly by or on the prescription 

of a_the blank being filled in 

with the word "physician" or "dentist" 
or “veterinarian** or with any combina¬ 
tion of two or all of these words as the 
case may be; and 

(ill) Unless the drug is intended solely 
for veterinary use and is so labeled, a 
reference specifically identifying a read¬ 
ily available medical publication con¬ 
taining directions and precautions (In¬ 
cluding contraindications and possible 
sensitization) adequate for the use of 
such ointment; or a reference to a 
brochure or other printed matter con¬ 
taining such directions and precautions. 
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and a statement that such brochure or 
printed matter will be sent on request. 

(3) On the circular or other labeling 
within or attached to the package, if the 
drug is Intended solely for veterinary 
use, directions and precautions adequate 
for the use of such ointment. Including: 

(1) Clinical Indications; 

(II) Dosage and administration; 

(III) Contraindications; and 

(Iv) Untoward effects that may ac¬ 
company administration. 

(d) Request for certification; samples, 
il) In addition to complying with the 
requirements of 9 146.2, a person who 
requests certification of a batch of 
penicillin ointment shall submit with his 
request a statement showing the batch 
mark, thc^iumber of packages of each 
size In such batch, the batch mark and 
(unless It was previously submitted) the 
date on which the latest gssay of the 
penicillin used in making such batch was 
completed, the quantity of each In¬ 
gredient used In making the batch, the 
date on which the latest assay of the drug 
comprising such batch was completed, 
and that each component of the oint¬ 
ment base used conforms to the require¬ 
ments prescribed therefor by this section. 

(2) Except as otherwise provided by 
subparagraph (4) of this paragraph, such 
person shall submit In connection with 
his request results of the tests and as¬ 
says listed after each of the following, 
m^de by him on an accurately repre¬ 
sentative sample of: 

(I) The batch: potency and moisture. 

(II) The penicillin used In making the 
batch; potency, toxicity, moisture, pH, 
crystallinity if it is crystalline peni¬ 
cillin. heat stability If it is crystalline so¬ 
dium or potassium penicillin, the peni¬ 
cillin O content If It Is crystalline so¬ 
dium or potassium penicillin G, and the 
procaine penicillin G content if it Is 
crystalline procaine penicillin G. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, such 
person shall submit In connection with 
his request, in the quantities hereinafter 
indicated, accurately representative sam¬ 
ples of the following: 

(I) The batch; one package for each 
6,000 packages In the batch, but in no 
case less than 5 packages or more than 
12 packages, collected by taking single 
packages at such intervals throughout 
the entire time of packaging the batch 
that the quantities packaged during the 
Intervals are approximately equal. 

(II) The penicillin used in making the 
batch; 5 packages, or in the case of crys¬ 
talline penicillin, 10 packages, each con¬ 
taining approximately equal portions of 
not less than 60 mg. if it Is not procaine 
penicillin, and not less than 300 mg. if 
It Is procaine penicillin, packaged in ac¬ 
cordance with the requirements of 
$ 146 24 (b) or 5 146.44 <b). 

(Hi) In case of an initial request for 
certification, the Ingredients used In 
making the ointment base of the batch; 
one package of each containing approxi¬ 
mately 200 grams. 

(4) No result referred to in subpara¬ 
graph (2) (11) of this paragraph, and 
no sample referred to In subparagraph 
(3) til) of this paragraph. Is required if 
such result or sample has been previously 
submitted. 


(e) Fees. The fee for the services 
rendered with respect to each batch of 
penicillin ointment under the regulations 
In this part shall be: 

(1) $4.00 for each package in the 
samples submitted in accordance with 
paragraph <d) (3) (1) of this section, 
$400 for each package in the samples 
submitted In accordance with paragraph 
(d) (3) <ii) and (ill), of this section; 
and 

(2) If the Commissioner considers that 
Investigations, other than examination of 
such packages, are necessary to deter¬ 
mine whether or not such batch complies 
with the requirements of 9 146 3 for the 
issuance of a certificate, the cost of such 
investigations. 

The fee prescribed by subparagraph 
(1) of this paragraph shall accompany 
the request for certification unless such 
fee Is covered by an advance deposit 
maintained in accordance with 9 146.8 
<d). 

9 146.27 Penicillin tablets— (a) 
Standards of identity , strength, quality , 
and purity. Penicillin tablets are tablets 
composed of sodium penicillin, calcium 
penicillin, potassium penicillin, or pro¬ 
caine penicillin, with or without twt> or 
more suitable sulfonamides and with or 
without the addition of one or more 
suitable and harmless buffer substances, 
diluents, binders, lubricants, colorings, 
and flavorings. The potency of each 
tablet Is not less than 50.000 units, 
and if It Is less than 100.000 units 
It Is "unscored." Its moisture con¬ 
tent is not more than 1.0 percent, except 
if it contains procaine penicillin Its 
moisture content is not more than 2.0 
percent. The sodium penclUin. calcium 
penicillin, or potassium penicillin used 
conforms to the requirements of 9 146.24 
(a>. except subparagraphs (1), (2), and 
<4» of that paragraph, but the potency is 
not less than 300 units per milligram. 
The procaine penicillin used conforms to 
the requirements of 9 146.44 <a>. except 
subparagraphs (2) and (3) of that para¬ 
graph. Each other substance used, if 
Its name is recognized in the U. 8. P. or 
N. F.. conforms to the standards pre¬ 
scribed therefor by such official com¬ 
pendium. 

(b) Packaging. Unless each penicil¬ 
lin tablet is enclosed In a foil or plastic 
film and such enclosure Is a tight con¬ 
tainer as defined by the U. 8. P.. except 
the provision that it shall be capable of 
tight recJosure. the Immediate container 
shall be a tight container as so defined. 
The Immediate container may also con¬ 
tain a desiccant separated from the tab¬ 
lets by a plug of cotton or other like 
material. The composition of the im¬ 
mediate container, or of the foil or film 
enclosure, shall be such as will not cause 
any change In the strength, quality, or 
purity of the contents beyond any limit 
therefor In applicable standards, except 
that minor changes so caused which are 
normal and unavoidable In good packag¬ 
ing, storage, and distribution practice 
shall be disregarded. If the penicillin 
tablets are freely soluble, each immedi¬ 
ate container may be packaged in com¬ 
bination with one Immediate container 
of a suitable and harmless aqueous ve¬ 


hicle with or without two or more suit¬ 
able sulfonamides. 

(c) Labeling. Each package of peni¬ 
cillin tablets shall bear, on its label or 
labeling as hereinafter Indicated, the 
following: 

(1) On the outside wrapper or con¬ 
tainer and the Immediate container: 

(1) The batch mark: 

(ID The number of units In each tab¬ 
let of the batch: 

(iil) If the batch contains sulfon¬ 
amides, the name and quantity of each 
such sulfonamide used in making the 
batch; 

(iv) If the batch contains buffer sub¬ 
stances, the name of each such sub¬ 
stance used In making the batch: 

(v) If it Is a packaged combination of 
penicillin tablets and a vehicle with or 
without sulfonamides, a statement giv¬ 
ing the method of dissolving the peni¬ 
cillin; and 

(vi) The statement "Expiration date 

-," the blank being filled in. 

If crystalline sodium or potassium pen¬ 
icillin Is used without the addition of 
buffer substances, diluents, binders, lu¬ 
bricants. colorings, or flavorings and each 
such tablet Is enclosed in a foil or plastic 
film or other container, with the date 
which Is 36 months; or If each such 
tablet Is not enclosed in a foil or plastic 
film or other container, or if crystalline 
sodium or potassium penicillin Is used, 
with the addition of buffer substances, 
diluents, binders, lubricants, colorings, or 
flavorings with the date which is 24 
months; or if procaine penicillin Is used 
with the date which Is 18 months; or 
if crystalline sodium penicillin, potas¬ 
sium penicillin, or procaine penicillin is 
not used, with the date which Is 12 
months after the month during which 
the batch was certified. 

(2) On the ot tside wTapper or con¬ 
tainer: 

(i) Unless it Is Intended solely for 
veterinary use and is conspicuously so 
labeled the statement "Caution: To be 
dispensed only by or on the prescription 

of a-, M the blank being filled in 

with the word “physician" or "dentist" 
or "veterinarian" or any combination of 
two or all of these words as the case may 
be; and 

(II) Unless the drug Is intended solely 
for veterinary use and Is so labeled a 
reference specifically identifying a 
readily available medical publication 
containing directions and precautions 
(Including contraindications and possible 
sensitization) adequate for the use of 
such tablets: or a reference to a brochure 
or other printed matter containing such 
directions and precautions, and a state¬ 
ment that such brochure or printed 
matter will be sent on request. 

(3) On the label and labeling, If sul¬ 
fonamides are present, after the name 
"Penicillin tablets," wherever it appears, 
the words "with sulfonamides," in Jux¬ 
taposition with such name. 

<4> On the circular or other labeling 
within or attached to the package. If the 
drug is intended solely for veterinary use, 
directions and precautions adequate for 
the use of such tablets. Including; 

(I) Clinical indications; 

(ID Dosage and administration; 

(III) Contraindications; and 
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(lv) Untoward effects that may ac¬ 
company administration, including those 
from any buffer substance present. 

If two or more such immediate contain¬ 
ers are in such package, the number of 
such circulars or other labeling shall not 
be less than the number of such con¬ 
tainers. 

<d> Requests for certification; sam- 
plcs. tl) In addition to complying with 
the requirements of ! 146.2. a person who 
requests certification of a batch of peni¬ 
cillin tablets shall submit with his re¬ 
quest a statement showing the batch 
mark, the number of packages of each 
size in such batch, the batch mark and 
(unless it was previously submitted) the 
date on which the latest assay of the 
penicillin used in making such batch was 
completed, the number of units in each 
tablet, the quantity of each ingredient 
used in making the batch, the date on 
which the latest assay of the drug com¬ 
prising such batch was completed, and a 
statement that each f ingredient used in 
making the batch conforms to the re¬ 
quirements prescribed therefor, if any, 
by this section. 

(2) Except as otherwise provided in 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the following, 
made by him on an accurately represent¬ 
ative sample of: 

(I) The batch; average potency per 
tablet and average moisture. 

(II) The penicillin used in making the 
batch; potency, toxicity, moisture, pH. 
penicillin K content (unless it is crystal¬ 
line penicillin O). crystallinity if it is 
crystalline penicillin, heat stability if it 
is crystalline sodium or potassium peni¬ 
cillin. the penicillin G content if it is 
crystalline sodium or potassium penicil¬ 
lin G. and the procaine penicillin G con¬ 
tent if it Is procaine penicillin G. 

(3) Except as otherwise provided by 
subparagraph <4> of this paragraph,such 
person shall submit in connection with 
his request, in the quantities hereinafter 
Indicated, accurately representative sam¬ 
ples of the following: 

(i) The batch: one tablet for each 
5.000 tablets in the batch, but in no case 
less than 20 tablets or more than 100 tab¬ 
lets. collected by taking single tablets at 
such intervals throughout the entire time 
of tableting that the quantities tableted 
during the intervals are approximately 
equal. 

(11) The penicillin used in making the 
batch; six packages, or In the case of 
crystalline penicillin 10 packages, each 
containing approximately equal portions 
of not less than 60 mg. If it is not pro¬ 
caine penicillin, and not less than 300 
mg. if it is procaine penicillin, packaged 
in accordance with the requirements of 
3 146.24 (b) or § 146.44 (b). 

Oil) In case of an initial request, each 
other substance used in making the 
batch; one package of each, containing 
approximately 5 gm.. and if the batch 
or any part thereof is to be packaged in 
combination with an aqueous vehicle, 
or when any change is made in the 
composition of such vehicle, five pack¬ 
ages of the vehicle included in the 
combination. 
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(4) No result referred to in subpara¬ 
graph (2) (U) of this paragraph, and no 
sample referred to in subparagraph (3) 
(11) of this paragraph. Is required if such 
result or sample has been previously 
submitted. 

(e) Fees. The fee for the services 
rendered with respect to each batch of 
penicillin tablets under the regulations 
in this part shall be: 

(1) $1.00 for each tablet in the sample 
submitted In accordance with paragraph 
(d) (3) (i) of this section; $4.00 for each 
package in the samples submitted in ac¬ 
cordance with paragraph <d) (3) <U) 
and (ill) of this section; and 

(2) If the Commissioner considers that 
investigations, other than examination 
of such tablets and packages, are neces¬ 
sary to determine whether or not such 
batch complies with the requirements of 
3 146.3 for the issuance of a certificate, 
the cost of such Investigations. 

The fee prescribed by subparagraph 
(1) of this paragraph shall accompany 
the requestor certification, unless such 
fee Is covered by an advance deposit 
maintained in accordance with 3 146.8 
(d). 

5 146.29 Penicillin with aluminum hy¬ 
droxide pel—(a) Standards of identity . 
strength , quality . and purity . Penicillin 
with aluminum hydroxide gel is a pack¬ 
aged combination of one immediate con¬ 
tainer of penicillin and one Immediate 
container of aluminum hydroxide gel 
Such penicillin conforms to the stand¬ 
ards prescribed therefor by 3 146.24 (a), 
except subparagraphs (1) and (4) of 
3 146.24 (a), but its potency Is not 
less than 300 units per milligram. Such 
aluminum hydroxide gel conforms to the 
standards prescribed therefor by the 
U. S. P.. but contains not more than 50 
viable microorganisms per milliliter. 

(b) Packaging. The immediate con¬ 
tainer of the penicillin shall conform to 
the packaging requirements set forth in 
f 146.24 (b), except that it shall contain 
not less than 300,000 units and its closure 
may be one through which a hypodermic 
needle cannot be introduced. The im¬ 
mediate container of the aluminum hy¬ 
droxide gel shall be a tight container as 
defined by the U. S. P.: the quantity 
therein shall be 30 milliliters for each 
100.000 units in the Immediate container 
of penicillin. 

(c) Labeling. Each package of pen¬ 
icillin with aluminum hydroxide gel shall 
bear on its label or labeling, as herein¬ 
after indicated, the following: 

(I) On the outside wrapper or con¬ 
tainer and on the immediate container of 
the penicillin: 

(1) The batch mark; 

(II) The number of units in such con¬ 
tainer; and 

(iii) The statement “Expiration date 

- M , the blank being filled In with 

the date which is 18 months after the 
month during which the batch was certi¬ 
fied. unless it is crystalline penicillin, in 
which case the blank Is filled in with the 
date which Is 36 months after the month 
during which the batch was certified. 

(2) On the immediate container of the 
penicillin, the statement "Warning—Not 
for injection." unless It conforms to the 


standards and packaging requirements 
prescribed therefor by 3 146.24 (a) and 
(b). except that the immediate container 
may contain 300.000 units. 

(3) On the outside wrapper or con¬ 
tainer of the package, the statements: 

(i) "Caution: To be dispensed only by 

or on the prescription of a —._, N the 

blank being filled In with the word "phy¬ 
sician" or "dentist" or both as the case 
may be; and 

(ii) "Store in refrigerator not above 
15* C. (59* F.)”. or "Store below 15* C. 
(59* F.>," unless it is crystalline penicil¬ 
lin in which case the storage statement 
may be omitted. 

*4) On the circular or other labeling 
within or attached to the package, direc¬ 
tions and precautions adequate for the 
use of such combination, including: 

(1) Clinical Indications; 

(ii) Dosage and administration. In¬ 
cluding methods of mixing the penicillin 
with the aluminum hydroxide gel; 

(iii) The conditions under which the 
mixture should be stored, including a 
reference to its instability when stored 
under other conditions and the statement 
"The mixture may be kept in refrigerator 
for one week without significant loss of 
potency": 

(lv) Contraindications; and 

(v) Untoward effects that may accom¬ 
pany administration. 

<d> Requests for certification: samples. 
(1) In addition to complying with re¬ 
quirements of 3 146.2. a person who re¬ 
quests certification of a batch of peni¬ 
cillin for inclusion in such combination 
shall submit with his request a statement 
showing the batch mark of the penicillin, 
the number of packages thereof in such 
batch, the number vt units in the imme¬ 
diate container thereof, and (unless it 
was previously submitted) the date on 
which the latest assay of the penicillin 
included In such combination was com¬ 
pleted, and a statement that the alumi¬ 
num hydroxide gel conforms to the re¬ 
quirements prescribed therefor by this 
section. 

(2) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
assays made by him on an accurately 
representative sample of the penicillin 
for potency, sterility, toxicity, moisture, 
pH. penicillin K content (unless it is 
crystalline penicillin G), crystallinity 
and heat stability if it is crystalline peni¬ 
cillin, and the penicillin G content if it 
is crystalline penicillin G. 

(3) If the penicillin has not been cer¬ 
tified previously, such person shall sub¬ 
mit in connection with his request a 
sample of the batch consisting of one 
pack&ee for each 5,000 packages in the 
batch, but in no case less than 6 or 
more than 13 packages except that in 
the case of crystalline penicillin other 
than crystalline penicillin O such sam¬ 
ple shall consist of not less than 8 
and not more than 15 packages, and in 
the case of crystalline penicillin G not 
less than 10 and not more than 17 pack¬ 
ages. Such sample shall be collected by 
taking single packages at such intervals 
throughout the entire time of packag¬ 
ing the batch that the quantities pack- 






Saturday, December 30, 1950 

aged during the intervals are approxi¬ 
mately equal. 

(4) No result referred to In subpara¬ 
graph (2) of this paragraph is required 
if such result has been previously sub¬ 
mitted. . 

(e) Fees. The fees for the services 
rendered with respect to each batch of 
penicillin for inclusion in combination 
with aluminum hydroxide gel under the 
regulations in this part shall be: 

(1) $4.00 for each Immediate con¬ 
tainer In the sample submitted in ac¬ 
cordance with paragraph (d) (3) of this 
section, or $2.00 if no such sample is sub¬ 
mitted. and 

(2) If the Commissioner considers 
that investigations, other than exami¬ 
nation of such containers, are necessary 
to determine whether or not such batch 
compiles with the requirements of 
5 140.3 for the issuance of a certificate, 
the cost of such Investigations. 

The fee prescribed by subparagraph 

(1) of this paragraph shall accompany 
the request for certification unless such 
fee is covered by an advance deposit 
maintained in accordance with 5 146.8 
(d). 

9 146.30 Penicillin troches (sodium 
penicillin troches, calcium penicillin 
troches, potassium penicillin troches, 
procaine penicillin troches, penicillin 
troches sodium salt , penicillin troches 
calcium salt, penicillin troches potassium 
salt, penicillin troches procaine salt) — 
(a) ^ standards of identity, strength, 
quality, and purity . Penicillin troches 
are troches composed of sodium penicil¬ 
lin. calcium penicillin, potassium penicil¬ 
lin. or procaine penicillin and one or 
more suitable and harmless diluents, 
binders, and lubricants, with or without 
ethyl aminobenzoate or one or more 
suitable and harmless masticatory sub¬ 
stances. colorings, and flavorings. The 
potency of each troche is not less than 
500 units; the moisture content is not 
more than 1.0 percent, except that If 
flavorings are omitted and it contains 
crystalline penicillin in a base of not less 
than 50 percent gelatin by weight, its 
moisture content Is not more than 2 
percent. The sodium penicillin, calcium 
penicillin, or potassium penicillin used 
conforms to the requirements of 9 146.24 
<a) except the limitation on penicillin K 
content and except subparagraphs (1). 

(2) , and (4) of 5 146.24 (a), but the 
potency is not less than 300 units per 
milligram. The procaine penicillin used 
conforms to the requirements of 5 146.44 
(a). except the limitation on penicillin K 
content and except subparagraphs (2) 
and (3) of 9 146.44 (a). Each other sub¬ 
stance used, if its name is recognized In 
the U. S. P. or N. F.. conforms to the 
standards prescribed therefor by such 
official compendium. 

<b> Packaging . Unless each penicillin 
troche is enclosed in foil or plastic film 
and such enclosure is a tight container 
as defined by the U. S. F.. except tha 
provision that it shall be capable of tight 
reclosure, the immediate container shall 
be a tight container as so defined. The 
immediate container may also contain 
a desiccant separated from the troches 
by a plug of cotton or other like mate¬ 
rial The composition of the immediate 
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container, or foil or film enclosure, shall 
be such as will not cause any change in 
the strength, quality, or purity of the 
contents beyond any limit therefor in 
applicable standards, except that minor 
changes so caused which are normal and 
unavoidable In good packaging, storage, 
and distribution practice shall be disre¬ 
garded. 

(c) Labeling. Each package of peni¬ 
cillin troches shall bear, on its label or 
labeling as hereinafter Indicated, the 
following: 

(1) On the outside wrapper or con¬ 
tainer and the immediate container: 

(1) The batch mark; 

(il) The number of units in each 
troche of the batch; and 

<1U) The statement "Expiration date 

--the blank being filled in, 

if crystalline sodium, potassium, or pro¬ 
caine penicillin is used, with the date 
which Is 12 months after the month dur¬ 
ing which the batch was certified; except 
if the person who requests certification 
has submitted to the Commissioner re¬ 
sults of tests and assays showing that 
after having been storey for 18 months 
at room temperature such drug as pre¬ 
pared by him complies with the stand¬ 
ards prescribed by paragraph (a) of this 
section, the blank shall be filled in with 
the date which is 18 months; or if crys¬ 
talline sodium, potassium, or procaine 
penicillin is not used, with the date 
which is 9 months after the month dur¬ 
ing which the batch was certified. 

(2) On the outside wrapper or con¬ 
tainer: 

<i> If crystalline sodium, potassium, 
or procaine penicillin Is not used, the 
statement "Store in refrigerator not 
above 15* C. <59 P.), M or "Store below 
15" C. <59" F.)"; 

(U) The statement "Caution: To be 
dispensed only by or on the prescription 

of a-the blank being filled in with 

the word "physician" or "dentist" or 
both, as the case may be; and 

<U1) A reference specifically identify¬ 
ing a readily available medical publica¬ 
tion containing directions and precau¬ 
tions (including contraindications and 
possible sensitization) adequate for the 
use of such troches; or a reference to a 
brochure or other printed matter con¬ 
taining such directions and precautions, 
and a statement that such brochure and 
printed matter will be sent on request. 

(3) On the label and labeling If a 
masticatory substance is present, when¬ 
ever the name penicillin troches appears, 
the word "chewing" or "masticatory" In 
Juxtaposition with such name. 

(d> Requests for certification; samples . 
(1) In addition to complying with the 
requirements of 5 146.2. a person who re¬ 
quests certification of a batch of penicil¬ 
lin troches shall submit with his request 
a statement showing the batch mark, the 
number of packages of each size in such 
batch, the batch mark and (unless it was 
previously submitted) the date on which 
the latest assay of the penicillin used in 
making such batch was completed, the 
number of units in each troche, the quan¬ 
tity of each ingredient used In making 
the batch, the date on which the latest 
assay of the troches comprising such 
batch was completed, and a statement 
that each ingredient used in making the 
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batch conforms to the requirements pre¬ 
scribed therefor by this section. 

(2) Except as otherwise provided in 
subparagraph (4) of this paragraph, such 
person shall submit in connection with 
his request results of the tests and assays 
listed after each of the following, made 
by him on an accurately representative 
sample of: 

(i) The batch; average potency per 
troche, average moisture. 

(ii> The penicillin used in making the 
batch; potency, toxicity, moisture. pH. 
crystallinity if it-ls crystalline penicillin, 
heat stability if it is crystalline sodium 
or potassium penicillin, the penicillin O 
content if it is crystalline sodium or po¬ 
tassium penicillin G, and the procaine 
ipnlcliltn G content if it is crystalline 
procaine penicillin O. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, such 
person shall submit in connection with 
his request, in the quantities herein¬ 
after Indicated, accurately representative 
samples of the following: 

(I) The batch; one troche for each 
5.000 troches in the batch, but in no case 
less than 20 troches or more than 100 
troches, collected by taking single troches 
at such Intervals throughout the entire 
time the troches are being made, that 
the quantities made during the Inter¬ 
vals are approximately equal. 

(II) The penicillin used in making the 
batch; 5 packages, or in the case of crys¬ 
talline penicillin 10 packages, each con¬ 
taining approximately equal portions of 
not less than 60 mg. If it Is not procaine 
penicillin, and not less than 300 mg. if it 
is procaine penicillin, packaged In ac¬ 
cordance with the requirements of 
5 146 24 (b) or 9 146.44 (b). 

(ill) In case of an Initial request for 
certification, each other substance used 
in making the batch; one package of 
each containing approximately 5 grams. 

(4) No result referred to In subpara¬ 
graph (2) (11) of this paragraph, and 
no sample referred to In subparagraph 
(8) (il) of this paragraph, is required 
if such result or sample has been pre¬ 
viously submitted. 

(e) Fees. The fee for the service ren¬ 
dered with respect to each batch of peni¬ 
cillin troches under the regulations In 
this part shall be: 

(1) $1.00 for each troche without mas¬ 
ticatory substance in the sample sub¬ 
mitted In accordance with paragraph 
(d) (3) (i) of this section. $2.00 for each 
troche with masticatory substance in 
such sample. $4.00 for each package In 
the samples submitted in accordance 
with paragraph <d) (3) (il) and (111) of 
this section; and 

(2> If the Commissioner considers that 
investigations, other than examination 
of such troches, are necessary to deter¬ 
mine whether or not such batch com¬ 
plies with the requirements of 5146.3 
for the issuance of a certificate, the 
cost of such investigations. 

The fee prescribed by subparagraph 
(1) of this paragraph shall accompany 
the request for certification unless such 
fee is covered by an advance deposit 
maintained in accordance with 9 146 8 
<d). 
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5146.31 Penicillin dental cones (cal¬ 
cium penicillin dental cones , penicillin 
dental cones calcium salt, crystalline 
penicillin dental cones)—(a) Standards 
of identity, strength. Quality, and purity. 
Penicillin dental cones are composed of 
calcium penicillin or crystalline penicil¬ 
lin and one or more suitable and harm¬ 
less diluents, binflers. and lubricants, 
with or without one or both of the 
sulfonamides, sulfanilamide and sul- 
fathiazolo. The potency of each cone is 
not less than 500 units. Its moisture 
content is not more than 1.0 percent. If 
a sulfonamide is used its quantity Is not 
less than 0.032 gm. per cone. The peni¬ 
cillin used conforms to the requirements 
of { 146 24 <a) except the limitation on 
penicillin K content and except subpara¬ 
graphs (D. <2>. and f4> of i 146.24 <a>* 
but its potency is not less than 300 units 
per milligram. Each diluent, binder, 
lubricant, and sulfonamide used, if its 
name la recognized in the U. S. P. or 
N. F., conforms to the standards pre¬ 
scribed therefor by such official com- 
pendium. 

(b) Packaging. Unless each penicil¬ 
lin dental cone Is enclosed in foil or plas¬ 
tic film and such enclosure is a tight 
container as defined by the U. 8. P., ex¬ 
cept the provision that it shall be capable 
of tight reclosure, the immediate con¬ 
tainer shall be a tight container as so 
defined. The Immediate container may 
also contain a desiccant separated from 
the cones by a plug of cotton or other 
like material. The composition of the 
immediate container, or foil or film en¬ 
closure. shall be such as will not cause 
any change in the strength, quality, or 
purity of the contents beyond any limit 
therefor in applicable standards, except 
that minor changes ts caused which are 
normal and unavoidable in good packag¬ 
ing. storage, and distribution practice 
shall be disregarded. 

(c) Labeling. Each package of peni¬ 
cillin dental cones shall bear, on its label 
or labeling as hereinafter indicated, the 
following: 

(1) On the outside wrapper or con¬ 
tainer and the Immediate container; 

(1) The batch mark; 

(ID The number of units in each cone 
of the batch; 

(ill) The statement "Expiration date 

-*\ the blank being filled in. 

it crystalline penicillin is used, with the 
date which is 18 months, or if crystalline 
penicillin Is not used, with the date which 
Is 12 months after the month during 
which the batch was certified. 

(2) On the outside wrapper or con¬ 
tainer: 

(i) Unless It Is intended solely for 
veterinary use and is conspicuously so 
labeled the statement "Caution: To be 
dispensed only by or on the prescription 

of a-", the blank being filled in with 

the words “physician** or “dentist” or 
“veterinarian” or of any combination of 
two or all of these words, as the case 
may be; and 

(11) Unless the drug is Intended solely 
for veterinary use and is so labeled, a ref¬ 
erence specifically identifying a readily 
available medical publication containing 
directions and precautions (including 
contraindications and possible sensitiza¬ 
tion) adequate for the use of such cones; 
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or a reference to a brochure or other 
printed matter containing such directions 
and precautions, and a statement that 
such brochure and printed matter will 
be sent on request. 

(3) On the label and labeling If a 

sulfonamide is present, after the name 
penicillin dental cones wherever it ap¬ 
pears. the word "with_** in juxtapo¬ 

sition with such name, the blank being 
filled In with the name of the sulfonamide 
used. 

(4) On the circular or other labeling 
within or attached to the package. If the 
drug is intended solely for veterinary use. 
directions and precautions adequate for 
the use of such penicillin dental cones, 
including: 

(1) Clinical indications; 

(ii) Dosage and administration; 

(111) Contraindications; and 

(lv) Untoward effects that may ac¬ 
company administration. 

If two or more such immediate con¬ 
tainers are in such package the number 
cf circulars or other labeling shall not 
be less than the number of such con¬ 
tainers. 

(d) Requests for certification; sam¬ 
ples. <1) In addition to complying with 
the requirements of 9 146.2. a person 
who requests certification of a batch of 
penicillin dental cones shall submit with 
his request a statement showing the 
batch mark, the number of packages of 
each size in such batch, the batch mark 
and (unless It was previously submitted) 
the date on which the latest assay of the 
penicillin used in making such batch was 
completed, the number of units in each 
cone, the quantity of each Ingredient 
used in making the batch, the date on 
which the latest assay of the cones com¬ 
prising such batch was completed, and 
that each binder, diluent, lubricant, and 
sulfonamide used in making the batch 
conforms to the requirements prescribed 
therefor by this section. 

(2) Except as otherwise provided In 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the following 
made by him on an accurately repre¬ 
sentative sample of: 

<i) The batch; average potency per 
cone and average moisture. 

(ii) The penicillin used In making the 
batch; potency, toxicity, moisture, pH. 
crystallinity, and heat stability if It is 
crystalline penicillin and the penicillin Q 
content if it is crystalline penicillin G. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, such 
person shall submit In connection with 
his request, in the quantities hereinafter 
indicated, accurately representative 
samples of the following: 

(i) The batch; one cone for each 5.000 
cones in the batch; but in no case less 
than 20 cones or more than 100 cones, 
collected by taking single cones at such 
Intervals throughout the entire time the 
cones are being made that the quantities 
made during the intervals are approxi¬ 
mately equal. 

01) The penicillin used in making the 
batch; five packages If it is calcium peni¬ 
cillin or 10 packages if It is crystalline 
penicillin containing approximately 
equal portions of not less than 60 milli¬ 


grams each, packaged in accordance with 
the requirements of 9 146.24 (b). 

Oil) In case of an Initial request for 
certification, each other substance used 
in making the batch; one package of 
each containing approximately 5 grams. 

(4) No result referred to in subpara¬ 
graph (2) 01) of this paragraph, and 
no sample referred to In subparagraph 
(3) (11) of this paragraph, is required 
If such result or sample has been pre¬ 
viously submitted. 

(e) Fees. The fee for the services ren¬ 
dered with respect to each batch of peni¬ 
cillin dental cones under the regulations 
in this part shall be: 

(1) $1.00 for each cone in the sample 
submitted in accordance with paragraph 
(d) (Z) O) of this section; S4.C0 for 
each package in the samples submitted 
in accordance with paragraph (d) (3) 
01) and Oli) of this section; and 

(2) If the Commissioner considers 
that investigations, other than examina¬ 
tion of such cones and packages, are 
necessary to determine whether or not 
such batch complies with the require¬ 
ments of 4 146.3 for the issuance of a 
certificate, the cost of such investiga¬ 
tions. 

The fee prescribed by subparagraph 
(1) of this paragraph shall accompany 
the request for certification unless such 
fee is covered by an advance deposit 
maintained in accordance with 4 146 8 
(d). 

9 148.32 Penicillin t cith vasoconstric¬ 
tor: penicillin with _ (the 

blank being filled in with the common or 
usual name of the vasoconstrictor )— 
(a) Standards of identity ; strength , 
quality, a nd purity. Penicillin with vaso¬ 
constrictor is a dry mixture of penicillin 
and a suitable vasoconstrictor with or 
without suitable buffer substances and 
preservatives, or it is a packaged com¬ 
bination of one immediate container cf 
penicillin and one Immediate container 
of an aqueous solution of a suitable vaso¬ 
constrictor. The penicillin is of such 
quantity that when dissolved as directed 
the potency of such solution is not less 
than 500 units per milliliter after it has 
been kept for 7 days at a temperature of 
15* C. (59* F.>. 8uch solution Is isotonic 
and has a pH of 6, ±0.2. The moisture 
content of the dry mixture of penicillin 
with vasoconstrictor is not more than 
1.5 percent. The penicillin used con¬ 
forms to the requirements of § 146.24 
(a), except the limitation on penicillin 
K content and except subparagraphs (2) 
and <4> of that paragraph. Each other 
substance used, if its name is recognized 
in the U. S. P. or N. F.. conforms to the 
standards prescribed therefor by such 
official compendium. 

(b) Packaging. Each Immediate con¬ 
tainer shall be a tight container as de¬ 
fined by the U. 8. P. and shall be of such 
composition as will not cause any change 
in the strengtb, quality, or purity of the 
contents beyond any limit therefor in 
applicable standards, except that minor 
changes so caused which arc normal and 
unavoidable in good packaging, storage, 
and distribution practice shall be disre¬ 
garded. The immediate container of the 
\dry mixture of penicillin with vasocon¬ 
strictor may be packaged in combination 
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with an Immediate container of a suit¬ 
able aqueous diluent. 

(c) Labeling. Each package of peni¬ 
cillin with vasoconstrictor shall bear on 
its label or labeling* as hereinafter indi¬ 
cated. the following: 

<1> On the outside wrapper or con¬ 
tainer and on the Immediate container 
of the penicillin: 

(1) The batch mark; 

(il) The number of units In such con¬ 
tainer; and 

(ill) If it Is a packaged combination of 
one immediate container of penicillin 
and one immediate container of a vaso¬ 
constrictor, tile statement “Expiration 

date_,* the blank being filled 

in with the date which is 18 months, or 
if it is crystalline penicillin 36 months, 
after the month during which the batch 
was certified. If it is the dry mixture of 
penicillin with vasoconstrictor, the 

statement •"Expiration date_.* the 

blank being filled in with the date which 
is 18 months after the month during 
which the batch was certified. 

(2) On the outside wrapper or con¬ 
tainer and on the immediate container of 
the solution in the packaged combina¬ 
tion: 

(i) A statement giving the method of 
dissolving the penicillin, and if it is not 
a packaged combination, a statement 
that distilled water U. 8. P. should be 
used: 

(11) The potency per milliliter after 
the penicillin has been dissolved therein; 

(ili) If it is a packaged combination of 
one immediate container of penicillin 
and one immediate container of a vaso¬ 
constrictor and It is not crystalline peni¬ 
cillin. the statement “Store in refrigera¬ 
tor not above 15* C. <59* F.).“ 

(iv> The statement “Warning—Not 
for injection. M 

(v) The conditions under which the 
solution should be stored, including a ref¬ 
erence to its Instability when stored un¬ 
der other conditions, and a statement 
“The solution may be kept in a refrigera¬ 
tor for one week without significant loss 
of potency* 

(3) On the outside wrapper or con¬ 
tainer. unless It Is intended solely for 
veterinary use and Is conspicuously so 
labeled: 

d> The statement •‘Caution: To bo 
dispensed only by or on the prescrip¬ 
tion of a-the blank being 

filled in with the word “physician* or 
‘•dentist* or “veterinarian* or with any 
combination of two or all of these words, 
as the case may be; and 
(il) A reference specifically identify¬ 
ing a readily available medical publica¬ 
tion containing directions and precau¬ 
tions (Including contraindications and 
possible sensitization) adequate for the 
use of penicillin with vasoconstrictor; or 
a reference to a brochure or other printed 
matter containing such directions and 
precautions, and a statement that such 
brochure and printed matter will be sent 
on request. 

<4) If intended solely for veterinary 
use, directions and precautions adequate 
for the use of such penicillin with vaso¬ 
constrictor, including: 

(1) Clinical indications; 

(U) Dosage and administration; 

(ill) Contraindications; and 


<iv) Untoward effects that may ac¬ 
company administration. 

If two or more such immediate con¬ 
tainers are In such package, the number 
of circulars or other labeling shall not 
be less than such containers. 

(d) Request for certification; samples. 
(1) In addition to complying with the 
requirements of 4 146.2, a person who re¬ 
quests certification of a batch of peni¬ 
cillin with vasoconstrictor shall submit 
with his request a statement showing the 
batch mark, the number of packages 
thereof In such batch, the number of 
units in each immediate container 
thereof, and (unless it was previously 
submitted) the date on which the latest 
assay of the penicillin Included In such 
batch was completed, the quantity of 
each ingredient used in making the batch 
of the dry mixture of penicillin with 
vasoconstrictor, the quantity of each in¬ 
gredient used in making the solution 
Included in the packaged combination, 
and a statement that such solution con¬ 
forms to the requirements prescribed 
therefor by this section. 

(2) Except as otherwise provided in 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the following, 
made by him on an accurately represen¬ 
tative sample of: 

(1) The penicillin Mncludcd in the 
packaged combination and the penicillin 
used In making the batch of the dry 
mixture of penicillin with vasoconstric¬ 
tor; potency, toxicity, moisture, pH, 
crystallinity and heat stability, if it is 
crystalline penicillin, and the penicillin 
G content if it is crystalline penicillin G. 

(il) The solution after the penicillin 
has been dissolved therein: potency. 

(ill) The batch of the dry mixture of 
penicillin with vasoconstrictor; potency, 
moisture content. 

(3) Except as otherwise provided in 
subparagraph (4) of this paragraph, 
such person shall submit In connection 
with his request, in the quantities here¬ 
inafter Indicated, accurately represen¬ 
tative samples of the following: 

(1) The penicillin for inclusion in the 
packaged combination of penicillin with 
vasoconstrictor; one immediate con¬ 
tainer or tablet for each 5.000 immediate 
containers or tablets in the batch, but in 
no case less than 20 immediate contain¬ 
ers or tablets and not more than 100 im¬ 
mediate containers or tablets. If the 
penicillin used has been previously 
submitted, and not less than 40 imme¬ 
diate containers or tablets and not more 
than 100 immediate containers or tablets 
if the penicillin used has not been pre¬ 
viously submitted, collected by taking 
single immediate containers or tablets at 
such Intervals throughout the entire time 
of packaging or tabloting the batch that 
the quantities packaged or tahleted dur¬ 
ing the intervals are approximately 
equal. 

(ii) The dry mixture of penicillin with 
vasoconstrictor; one immediate container 
for each 5,000 immediate containers In 
the batch, but in no case less than 20 
Immediate containers and not more than 
100 immediate containers, collected by 
taking single immediate containers at 
such intervals throughout the entire 


time of packaging the batch that the 
quantities packaged during the Intervals 
are approximately equal; 

(iii) The penicillin used in making the 
batch of the dry Tnixture of penicillin 
with vasocoastrictpr; 5 packages, or in 
the case of crystalline penicillin 10 pack¬ 
ages, each containing approximately 
equal portions of not less than 60 milli¬ 
grams each, packaged in accordance with 
the requirements of ) 146.24 (b); 

(iv) In case of an initial request for 
certification of a batch of a dry mixture 
of penicillin with vasoconstrictor, each 
other substance used in making the 
batch; one package of each containing 
approximately 5 grams; 

(v) In case of an Initial request for 
certification of the packaged combina¬ 
tion of penicillin with vasoconstrictor, or 
when any change is made in the compo¬ 
sition of such solution; five packages of 
the solution included in the combination. 

(4) No result referred to in subpara¬ 
graph (2) (I) of this paragraph, and no 
samples referred to in subparagraph (3) 
(i) and (iii) of this paragraph are re¬ 
quired If such result or sample has been 
previously submitted. 

(e) Fees. The fee for the services ren¬ 
dered with respect to each batch of pen¬ 
icillin with vasoconstrictor under the reg¬ 
ulations in this part shall be: 

(1) $1.00 for each immediate container 
or tablets submitted in accordance with 
paragraph (d) <3> (i) and (ii) of this 
section, or $2.00 if no such sample is 
submitted: $4.00 for each package sub¬ 
mitted in accordance with paragraph 
(d) (3) (iii), (iv). and (v) of this sec¬ 
tion: and 

(2) If the Commissioner considers 
that investigations, other than examina¬ 
tion of such packages, are necessary to 
determine whether or not such batch 
complies with the requirements of 8 146.3 
for the Issuance of a certificate, the cost 
of such investigations. 

The fee prescribed by subparagraph 
Cl) of this paragraph shall accompany 
the request for certification unless such 
fee is covered by an advance deposit 
maintained in accordance with § 146.8 
(d). 

§ 146.33 Penicillin for surface appli¬ 
cation —(a) Standards of identity , 
strength . quality, and purity. Penicillin 
for surface application is calcium peni¬ 
cillin and one or more of the diluents 
sodium chloride, milk sugar, sodium cit¬ 
rate, and dextrose. Its moisture content 
is not more than 1.0 percent. The peni¬ 
cillin used conforms to the requirements 
'of 8 146 24 (a), except the limitation of 
penicillin K content and except subpar¬ 
agraphs (1). (2), and <4> of 8 146 24 <a), 
but its potency is not less than 300 units 
per milligram. Each diluent conforms 
to the standards prescribed therefor by 
the U. 8. P. 

(b> Packaging . Unless the penicillin 
tor surface application is enclosed in foil 
or plastic film and such enclosure Is a 
tight container as defined by the U. S. P., 
except the provision that It shall be 
capable of tight reclosure, the imme¬ 
diate container shall be a tight container 
as so defined. The composition of tho 
Immediate container, or of the foil or 
film enclosure, shall be such as will not 
cause any change in the strength, qual- 
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Ity. or purity of the contents beyond any 
limit therefor in applicable standards, 
except that minor changes so caused 
which are normal and unavoidable in 
good packaging, storage, and distribution 
practice shall be disregarded. Each im¬ 
mediate container (except when its con¬ 
tent is two or more foil or film enclo¬ 
sures) and each foil or film enclosure 
shall contain not less than 10.000 units 
or more than 50,000 units and shall be so 
sealed that the contents cannot be used 
without destroying such seal. 

(c) Labeling . Each package of peni¬ 
cillin for surface application shall bear, 
on its label or labeling as hereinafter 
indicated, the following: 

(1) On the outside wrapper or con¬ 
tainer and the immediate container: 

(i) The batch mark; 

<ii> The number of units in the imme¬ 
diate container or in each foil or film 
enclosure therein, and the number of 
such foil or film enclosures; 

(ill) The statement “Expiration date 

_, M the blank being filled in with the 

date which is 12 months after the month 
during which the batch was certified; 
and 

(iv) In case the drug is not sterile, 
the statement “Not sterile—not for in¬ 
jection—not to be used in deep wounds or 
body cavities.'* 

<2) On the outside wrapper or con- 
• tainer; 

(i) The statement “Store In refrig¬ 
erator not above 15 # C. (59* F.)" or 
“Store below 15’ C. <59* F.>*'; 

(U) If two or more such immediate 
containers or foil or film enclosures are 
in such packages, the number of such 
containers or foil or film enclosures 
therein and the number of units in each; 

(ill) Unless it is Intended solely for 
veterinary use and is conspicuously so 
labeled, the statement “Caution: To be 
dispensed only by or on the prescription 

of a_the blank to be filled in with 

the word “physician” or “dentist” or 
“veterinarian” or with any combination 
of two or all of these words, as the case 
may be; 

(Iv) The conditions under which solu¬ 
tions of penicillin for surface applica¬ 
tion should be stored, including a ref¬ 
erence to their instabil'ty when stored 
under other conditions, and the state¬ 
ment "The solution may be kept in re¬ 
frigerator for one week without signifi¬ 
cant loss of potency"; and 

(v) Unless the drug is Intended solely 
for veterinary use and is so labeled, a 
reference specifically identifying a readily 
available medical publication containing 
directions and precautions (including 
contraindications and possible sensitiza¬ 
tion) adequate for the use of penicillin 
for surface application; or a reference to 
a brochure or other printed matter con¬ 
taining such directions and precautions, 
and a statement that such brochure or 
printed matter will be sent on request. 

(3) On the circular or other labeling 
within or attached to the package, if the 
drug is Intended solely for veterinary use, 
directions and precautions adequate for 
the use of such penicillin for surface 
application including: 

(I) Clinical indications; 

(II) Dosage and administration; 

(ill) Contraindications; and 

/ 


(iv) Untoward effects that may ac¬ 
company administration. 

If two or more such immediate con¬ 
tainers are in such package, the num¬ 
ber of circulars or other labeling shall 
not be less than the number of such 
containers. 

(d) Requests for certification: sam¬ 
ples. (1) In addition to complying with 
the requirements of 8 K6.2. a person who 
requests certification of a batch of peni¬ 
cillin for surface application shall submit 
with his request a statement showing 
the bctch mark, the number of packages 
of each size In such batch, the batch 
mark and (unless It was previously sub¬ 
mitted) the date on which the latest 
assay of the penicillin used in making 
such batch was completed, the number 
of units in each Immediate container or 
foil or film enclosure, the quantity of 
each ingredient used in making the batch, 
the date on which the latest assay of 
the drug comprising such batch was com¬ 
pleted. and that the sodium chloride, 
milk sugar, sodium citrate, and dextrose 
used in making such batch conform to 
the standards prescribed therefor by the 
U. S. P. 

(2) Except as otherwise provided In 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the following, 
made by him on, on accurately repre¬ 
sentative sample of: 

(I) The batch; average potency per 
immediate container or foil or film en¬ 
closure. moisture. 

(li) The penicillin used in making the 
batch; potency, toxicity, moisture, pH. 

<3> Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit In connection 
with his request, in the quantities here¬ 
inafter indicated, accurately representa¬ 
tive samples of the following: 

(I) The batch; one Immediate con¬ 
tainer or. If the drug Is packed in foil or 
film enclosures, one such enclosure for 
each 5.000 such containers or enclosures 
In the batch, but In no case less than 20 
such containers or enclosures or more 
than 100, collected by taking single con¬ 
tainers or enclosures at such intervals 
throughout the entire time of packaging 
the batch, that the quantities packed 
during the intervals are approximately 
equal. 

(II) The penicillin used In making the 
batch; five packages containing approxi¬ 
mately equal portions of not less than 60 
milligrams each, packaged in accord¬ 
ance with the requirements of 8 146.24 
(b). 

(III) In case of an initial request for 
certification, each other substance used 
In making the batch; one package of 
each containing approximately 5 grams. 

(4) No result referred to In subpara¬ 
graph (2) (11) of this paragraph, and no 
sample referred to in subparagraph (3) 
(11) of this paragraph, is required if such 
result or sample has been previously 
submitted. 

(e) Fees. The fee for the services 
rendered with respect to each batch of 
penicillin for surface application under 
the regulations in this part shall be: 

(1) $1.00 for each Immediate container 
or foil or film enclosure, whichever Is the 


greatest number, in the samples sub¬ 
mitted in accordance with paragraph <d> 

(3) (i) of this section; $4.00 for each 
package submitted in accordance with 
paragraph (d) (3) (11) and (ill) of this 
section; and 

(2) If the Commissioner considers 
that investigations, other than examina¬ 
tion of such containers or enclosures, are 
necessary to determine whether or not 
such batch complies with the require¬ 
ments of 8 146.3 for the issuance of a cer¬ 
tificate. the cost of such investigations. 

The fee prescribed by subparagraph 
(1) of this paragraph shall accompany 
the request for certification unless such 
fee is covered by an advance de¬ 
posit maintained in accordance with 
8 146 8 (d). 

8 146.34 Tablets aluminum pen - 
icilUn-(K) Standards of identity . 
strength , quality . and purify. Tablets 
aluminum penicillin are tablets com¬ 
posed of aluminum penicillin, sodium 
benzoate, with or without one or more 
suitable and harmless diluents, binders, 
lubricants, colorings, and flavorings. The 
potency of each tablet Is not less than 
50,000 units, and if It is less than 100.000 
units it is “unscorcd". Each tablet con¬ 
tains 0.3 gram of sodium benzoate. Its 
moisture content is not more than 2 per¬ 
cent. The aluminum penicillin used con¬ 
forms to the requirements of 8 146.42 (a) 
for aluminum penicillin except subpar¬ 
agraphs (2) and (3) thereof. Each 
other substance used in the preparation 
of aluminum penicillin tablets, if Its 
name is recognized in the U. S. P. or 
N. F., conforms to the standards pre¬ 
scribed therefor by such official com¬ 
pendium. 

(b) Packaging. Unless each tablet 
aluminum penicillin is enclosed in 
foil or plastic film and such enclosure 
is a tight container as defined by the 
U. S. P„ except the provision that It shall 
be capable of tight reclosure, the im¬ 
mediate container shall be a tight con¬ 
tainer as so defined. The immediate 
container may also contain a desiccant 
separated from the tablets by a plug of 
cotton or other like material. The com¬ 
position of the immediate container, or 
of the foil or film enclosure, shall be 
such as will not cause any change In the 
strength, quality, or purity of the con¬ 
tents beyond any limit therefor in appli¬ 
cable standards, except that minor 
changes so caused which are normal and 
unavoidable in good packaging, storage, 
and distribution practice shall be dis¬ 
regarded. The number of tablets in the 
immediate container Is such that the 
total number of units therein Is not less 
than 300,000. 

(c) Labeling. Each package of tab¬ 
lets aluminum penicillin shall bear, on 
its label or labeling as hereinafter indi¬ 
cated the following: 

(1) On the outside wrapper or con¬ 
tainer and the immediate container: 

(I) The batch mark; 

(ii) The number of units in each tab¬ 
let of the batch; 

(ill) The quantity of sodium benzoate 
in each tablet; 

(Iv) The statement “Expiration date 

.“ the blank being filled in 

with the date which is 12 months after 
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the month during which the batch was 
certified. 

(2) On the outside wrapper or con¬ 
tainer: 

<l) The statement "Store In refrig¬ 
erator not above 15* C. (59* F.)" or 
“Store below 15 # C. <59° F.) " 

(11) Unless It U Intended solely for 
veterinary use and Is conspicuously so 
labeled, the statement "Caution: To be 
dispensed only by or on the prescription 

of a ...the blank being filled 

In with the word "physician" or "den¬ 
tist" or "veterinarian*’ or with any com¬ 
bination of two or all of these words, as 
the case may be. 

(ill) Unler-s the drug Is Intended solely 
for ver ter inary use and Is so labeled, a 
reference specifically identifying a read¬ 
ily available medical publication con¬ 
taining directions and precautions (In¬ 
cluding contraindications and possible 
sensitization) adequate for the use of 
such tablets: or a reference to a bro¬ 
chure, or other printed matter contain¬ 
ing such directions and precautions, and 
a statement that such brochure or 
printed matter will be sent on request. 

(3) On the circular or other labeling 
within or attached to the package. If the 
drug is intended solely for veterinary use. 
directions and precautions adequate for 

;se of such tablets, including: 

(i> Clinical Indications: 

(ii) Dosage and administration; 

(iii) Contraindications; and 

(Iv) Untoward effects that may ac¬ 
company administration. 

If two or more such immediate con¬ 
tainers are In such package the number 
of such circulars or other labeling shall 
n^t be less than the ** unber of such 
containers. 

<d> Requests for certification ; sam¬ 
ples, (l) In addition to complying with 
the requirements of § 146.2, a person who 
requests certification of a batch of tab¬ 
lets aluminum penicillin shall submit 
with his request a statement showing 
the batch mark, the number of pack¬ 
ages of each size in such batch, the 
batch mark and (unless it was previous, 
ly subritted) the date on which the 
latest assay of the penicillin used in 
making such batch was completed, the 
number of units in each tablet; the 
quantity of each ingredient ^ed in mak¬ 
ing the batch, the date on thich the 
latest assay of the drug comprising such 
batch was completed, and a statement 
that each ingredient used in making the 
batch conforms to the requirements pre¬ 
scribed therefor by thLs section. 

(2) Except as otherwise provided in 
subparagraph (4) of this paragraph, 
such person shall submit In connection 
with his request results of the tests and 
assays lifted after each of the following, 
made by him on an accurately repre¬ 
sentative sample of; 

(1) The batch; average potency per 
tablet, average moisture. 

<il> The aluminum penicillin rced in 
fr iking the batch; potency, moisture, 
pH, toxicity, and penicillin K content. 

(3) Except as otherwise provided by 
subparagraph (4> of this paragraph, 
such person shall submit in connection 
with his request, In the quantities here¬ 


inafter Indicated, accurately represent¬ 
ative samples of the following: 

(1) The batch; one tablet for each 
5.000 tablets in the batch, but in no case 
less than 20 tablets or more than 100 
tablets, collected by taking single tab- * 
lets at such Intervals throughout the 
entire time of tablcting that the quanti¬ 
ties tableted during the intervals are ap¬ 
proximately equal. 

(U> The aluminum penicillin used in 
making the batch; 6 packages, each con¬ 
taining approximately equal portions of % 
not less than 300 milligrams each, pack¬ 
aged in accordance with the require¬ 
ments of $ 146,42 <b). 

(ill) In case of an inltia* request for 
certification, each other substance used 
In making the batch; one package of 
each containing approximately five 
grams. 

<4> No result referred to in subpara¬ 
graph (2) (li) of this paragraph, and 
no sample referred to in subparagraph 
(3) <ii) of this paragraph. !s required 
if such result or sample has been previ¬ 
ously submitted. 

(e) Fees, The fee for the services 
rendered with respect to each batch of 
tablets aluminum penicillin under this 
part shall be: 

<1> $1.00 foi each tablet in the sam¬ 
ple submitted in accordance with para¬ 
graph (d) (3) (i) of this section; $4.00 
for each package in the samples sub¬ 
mitted in accordance wiJi paragraph 
(d) (3) (11) and (iii), of thL* section; 
and 

(2) If the Commissioner considers 
that investigations, other than examina¬ 
tion of such tablets and packages, are 
necessary to determine whether or not 
such batch complies with the require¬ 
ments of §146.3 for the issuance of a 
certificate, the cost of such Investiga¬ 
tions. 

The fee prescribed by subparagraph 
<1» of this paragraph shall accompany 
the request for certification unless such 
fee is covered by an advance deposit 
maintained In accordance with 1146.8 
(d). 

« 

§ 146 35 Penicillin sulfonamide pow¬ 
der (calcium penicillin sulfonamide pow¬ 
der. crystalline penicillin sulfonamide 
powder)—(a) Standards of identity, 
strength, quality . and purity. Peni¬ 
cillin sulfonamide powder Is composed 
of calcium penicillin or crystalline peni¬ 
cillin and one or both of the sulfon¬ 
amides. sulfanilamide and sulfa thiazole. 
It is sterile. Its moisture content is not 
more than 1.0 percent. The quantity of 
each sulfonamide used is not more than 
0.05 gm. for each 100 units of penicillin 
used. The penicillin used conforms to 
the requirements of 5 146.24 (a> except 
limitation on penicillin K content *and 
except subparagraphs (1) and (4) of 
i 146.24 <a). but its potency is not less 
than 300 units per milligram. Each 
sulfonamide used conforms to the stand¬ 
ards prescribed therefor by the U. S. P. 

(b> Packaging . In all cases, the im¬ 
mediate container of penicillin sulfona¬ 
mide powder shall be a tight container 
as defined by the U. S. P.. except the pro¬ 
vision that It shall be capable of tight 


reclosure, shall be sterile at the time of 
filling and closing, and shall be of such 
composition as will not cause any change 
in the strength, quality, or purity of the 
contents beyond any limit therefor in 
applicable standards, except that minor 
changes so caused which are normal and 
unavoidable In good packaging, storage, 
and distribution practice shall be dls- 
reg&cded. If the penicillin sulfonamide 
powder is packaged for "dusting" pur¬ 
poses each package shall contain not less 
than 5.000 units of penicillin. If the 
penicillin sulfonamide powder is pack¬ 
aged for dental use it shall b? pack¬ 
aged in immediate containers rf color¬ 
less, transparent glass meeting test 
for glass containers of type I or type II 
prescribed by the U. 8. P. The glass 
containers shall be open at both ends, 
one of which is constricted, both ends 
shall be capable of closure with rubber 
stoppers and each such container shall 
contain not less than 500 units of peni¬ 
cillin. Each package of pcnici’ln sul¬ 
fonamide powder for dental ue shall 
contain a suitable device for in.ulUtlon 
purposes. 

(c> Labeling . Each package of peni¬ 
cillin sulfonamide powder shall bear, on 
* its label or labeling as hereinafter indi¬ 
cated. the following: 

(1) On the outside wrapper or con¬ 
tainer and immediate container: 

(D The batch mark; 

(11) The number of units in each im¬ 
mediate container; 

(iii) The statement "Expiration date 

-—-." tlie blank being filled In, 

if crystalline penicillin is used, with the 
date which Is 18 months, or if crystalline 
penicillin is not used, with the date which 
is 9 months after the month during which 
the batch was certified; 

(iv) If crystalline penicillin is not used, 
the statement “Store In refrigerator not 
above 15’ C. (59* F.) " or "Store below 
15’ C. (59 3 F >"; 

(v) Unless it is intended solely for 
veterinary use and is conspicuously so 
labeled, the statement "Caution: To be 
dispensed only by or on the prescription 

of a_." the blank being filled 

In with the word "physician" or "dentist" 
or "veterinarian" or with any combina¬ 
tion of two or all of these words, as the 
case may be; 

(vi> Unless it is intended solely for 
veterinary a e and is so labeled, a ref¬ 
erence specifically identifying a readily 
available medical publication containing 
directions and precautions (including 
contraindications and possible sensiti¬ 
zation) adequate for the use of such 
penicillin sulfonamide powder or a ref¬ 
erence to a brochure, or other printed 
matter containing such directions and 
precautions, and a statement that such 
brochure and printed matter will be sent 
on request; 

(vii) On the label and the labeling, 
after the name penicillin sulfj.*amlde 
powder wherever it appear, the words 

"with_" in Juxtaposit.c.i with 

such name, the blank being filled in with 
the name of the sulfonamide used. 

(2) On the circular or other labeling 
within or attached to the package If it 
Is intended solely for veto.:* .y use. 
directions and precautions astute for 
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the use cf such penicillin sulfonamide 
powder, including: 

U> Clinical Indications; 

(ID Dosage and administration; 

(lit) Contraindications; and 

<iv> Untoward effects that may ac¬ 
company administration. 

<d) Requests for certification; sam¬ 
ples. (1) In addition to complying with 
the requirements of S 140,2. a person who 
requests certification of a batch of peni¬ 
cillin sulfonamide powder shall submit 
with his request a statement showing 
the batch mark; the number of pack¬ 
ages of each size In such batch, the batch 
mark and (unless it was previously sub¬ 
mitted) the date on which the latest 
assay of the penicillin used in making 
such batch was completedr the number 
of units in each container of penicillin 
sulfonamide pow der, the quantity of each 
ingredient used in making the batch, the 
date on which the latest assay of the 
penicillin sulfonamide powder com¬ 
prising such batch was completed, and 
that such sulfonamide used in making 
the batch conforms to the requirements 
prescribed therefor by this section. 

<2) Except as otherwise provided in 
subparagraph (4) of this paragraph, 
such person shall submit In connection 
with his request results of the tests and 
assays listed after each of the following, 
made by him on an accurately repre¬ 
sentative sample of: 

(1) The batch; average potency per 
container, average moisture, sterility. 

(ID The penicillin used in making 
the batch; potency, sterility, toxicity, 
moisture. pH. crystallinity and heat 
stability if it is crystalline penicillin and 
the penicillin G content if it is crystal¬ 
line penicillin O. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request, in the quantities here¬ 
inafter Indicated, accurately represen¬ 
tative samples of the following: 

(I) The batch: one immediate con¬ 
tainer of penicillin sulfonamide powder 
for each 5.000 containers in the batch, 
but in no case less than 20 such contain¬ 
ers cr more than 100. unless each such 
container is packaged to contain more 
than one gram In which case the sample 
shall consist of one gram for each 5.000 
immediate containers in the batch, but 
in no case less than 20 grams or more 
than 100 grams. Such samples shall be 
collected by taking single immediate 
containers or one-gram portions at such 
intervals throughout the entire time the 
containers are being filled that the quan¬ 
tities made during the intervals are ap¬ 
proximately equal. 

(ID The penicillin used in making the 
batch: 5 packages, or in the case of crys¬ 
talline penicillin 10 packages, each con¬ 
taining approximately equal portions of 
not less than 60 mg., packaged in ac¬ 
cordance with the requirements of 
4 146.24 <b). 

(iU) In case of an Initial request tor 
certification, each sulfonamide used in 
making the batch: one package of each 
containing approximately five grams. 

(4) No result referred to In subpara¬ 
graph (2) (tl) of this paragraph, and no 
sample referred to in subparagraph (3) 
(li) of this paragraph, is required if such 


result or sample has been previously sub¬ 
mitted. 

(e) Fees. The fee for the services ren¬ 
dered with respect to each batch of peni¬ 
cillin sulfonamide powder under the reg- 
4 ulations in this part shall be:. 

(1) $1.00 for each immediate con¬ 
tainer of penicillin sulfonamide powder 
in the sample submitted in accordance 
with paragraph (d) (3) (1) of this sec¬ 
tion; $4.00 for each package in the 
samples submitted in accordance with 

- paragraph (d) (3) (ii) and (ill) of this 
section; and 

(2) If the Commissioner considers that 
investigations, other than examination of 
such penicillin sulfonamide powder and 
packages, are necessary to determine 
whether or not such batch complies with 
the requirements of 4 146.3 for the issu¬ 
ance cf a certificate, the cost of such 
investigations. 

The fee prescribed by subparagraph 
(1) of this paragraph shall accompany 
the request for certification unless such 
fee is covered by an advance deposit 
maintained in accordance with 4 146 8 
(d>. 

$ 146.36 Penicillin vaginal supposi¬ 
tories —(a) Standards of identity , 
strength, quality . and purity. Penicillin 
vaginal suppositories are suppositories 
composed of sodium penicillin, calcium 
penicillin, potassium penicillin, or pro¬ 
caine penicillin in a base of spermaceti 
and cocoa butter. The potency of each 
suppository is not less than 100.000 units; 
its moisture content is not more than 
1.0*. The sodium penicillin, calcium 
peniciUin. and potassium penicillin used 
conform to the requirements of 5 146.24 
(a), except subparagraphs (I), (2). and 
<4) of that paragraph, but its potency is 
not less than 300 units per milligram. 
The procaine penicillin used conforms to 
the requirements of 4 146.44 (a), except 
subparagraphs (2) and (3) of that para¬ 
graph. The spermaceti and cocoa but¬ 
ter used conform to the standards pre¬ 
scribed therefor by the U. S. P. 

(b) Packaging. In all cases, the Im¬ 
mediate container of penicillin vaginal 
suppositories shall be a tight container 
as defined by the U. S. P., except the pro¬ 
vision that It shall be capabic of tight 
rcclosure, and shall be of such composi¬ 
tion as will not cause any change in the 
strength, quality, or purity of the con¬ 
tents beyond any limit therefor In ap¬ 
plicable standards, except that minor 
changes so caused which are normal and 
unavoidable In good packaging, storage, 
and distribution practice shall be dis¬ 
regarded. 

<c) Labeling . Each package of peni¬ 
cillin vaginal suppositories shall bear, on 
its label or labeling as hereinafter indi¬ 
cated, the following: 

(1) On the outside wrapper or con¬ 
tainer and the immediate container: 

(1) The batch mark; 

(ii) The number of units in each sup¬ 
pository of the batch; and 

(ill) The statement, '‘Expiration date 

.." the blank being filled in 

with the date which is 12 months after 
the month during which the batch was 
certified. 

(2) On the outside wrapper or con¬ 
tainer: 


(D The statement "Store In refriger¬ 
ator not above 15* C. (59° F,)," or "Store 
below 15* C. (59* F.)”; 

(ID Unless It is Intended solely for 
veterinary use and is conspicuously so 
labeled, the statement "Caution: To be 
dispensed only by or on the prescription 

of a_the blank being 

filled in with the word "physician" or 
"veterinarian" or both as the case may 
be; and 

(ill) Unless the drug is intended solely 
for veterinary use and is so labeled, a 
reference specifically identifying a read¬ 
ily available medical publication contain¬ 
ing directions and precautions (including 
contraindications and possible sensitiza¬ 
tion) adequate for the use of such sup¬ 
positories: or a reference to a brochure or 
other printed matter containing such di¬ 
rections and precautions, and a state¬ 
ment that such brochure or printed mat¬ 
ter will be sent on request, 

(3) On the circular or other labeling 
within or attached to the package, if the 
drug Is intended solely for veterinary use. 
directions and precautions adequate for 
the use of such suppositories, including: 
(i> Clinical Indications; 

(ii) Dosage and administration; 

(ill) Contraindications; and 
(lv) Untoward effects that may ac¬ 
company administration. 

(d) Requests for certification: sam¬ 
ples. (1) In addition to complying with 
the requirements of 4146.2, a person 
who requests certification of a batch of 
penicillin vaginal suppositories shall sub¬ 
mit with his request a statement show¬ 
ing the batch mark, the number of pack¬ 
ages of each size in such batch, the batch 
mark and (unless it was previously sub¬ 
mitted) the date on which the latest 
assay of ftfe penicillin used in making 
such batch was completed, the number of 
units in each suppository, the quantity 
of each ingredient used in making the 
batch, the date on which the latest 
assay of the drug comprising such batch 
was completed, and that the spermaceti 
and cocoa butter used in making such 
batch conform to the requirements pre¬ 
scribed therefor by this section. 

(2) Except as otherwise provided by 
subparagraph (4) of this paragraph such 
person shall submit in connection with 
his request results of the tests and assays 
listed after each of the following, made 
by him oh an accurately representative 
sample of: 

(i) The batch: average potency per 
suppository, and moisture. 

(li) The penicillin used in making the 
batch: potency, toxicity, moisture. pH. 
penicillin K content (unless it is crystal¬ 
line sodium, potassium, or procaine 
penicillin G >. crystallinity If it is crystal¬ 
line penicillin, heat stability if it is 
crystalline sodium or potassium penicil¬ 
lin, the penicillin G cont nt if if is crys¬ 
talling sodium or potassium penicillin 
G. and the procaine penicillin G content 
if it U procaine peniciUin G. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph such 
l erson shall submit in connection with 
his request in the quantities hereinafter 
Indicated, accurately representative sam¬ 
ples of the following: 

(I) The batch; one suppository for 
each 5,000 suppositories in the batch, but 
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In no case less than 20 suppositories or 
more than 100 suppositories, collected by 
taking single suppositories at such Inter¬ 
vals throughout the entire time the sup¬ 
positories are being made, that the quan¬ 
tities made during the intervals are 
approximately equal. 

<ii> The penicillin used In making Vie 
batch; 6 packages, or in the case of crys¬ 
talline penicillin 10 packages, each con¬ 
taining approximately equal portions of 
not less than 60 mg., if it is not procaine 
penhdUin. and not less than 300 mg., if 
it is procaine penicillin, packaged in ac¬ 
cordance with the requirements of 
5 146.24 <b> or 3 146.44 <b). 

Oil) In case of an initial request for 
certification, the spermaceti and cocoa 
butter used in making the batch; one 
package of each containing respectively 
approximately 10 grams and 100 grams, 

(4) No result referred to in subpara¬ 
graph (2) Cli) of this paragraph, and 
no sample referred to in subparagraph 
(3) (il) of this paragraph, is required if 
such result or sample has been previous¬ 
ly submitted 

(e) Fees. The fee for the services 
rendered with respect to each batch of 
penicillin vaginal suppositories under 
the regulations in this part shall be: 

(1) $1.00 for each suppository in the 
sample submitted In accordance with 
paragraph (d) (3) (1) of this section; 
$4 00 for each package in the samples 
submitted in accordance with paragraph 
(d) (3) ill) and (ill) of this section; 
and 

<2) If the Commissioner considers 
that investigations other than examina¬ 
tion of such suppositories and packages, 
arc necessary to determine whether or 
not such batch complies with the re¬ 
quirements of § 146.3 for the issuance 
of a certificate, the cost of such inves¬ 
tigations. 

The fee prescribed by subparagraph 
(1) of this paragraph shall accompany 
the request for certification unless such 
fee Is covered by an advance deposit 
maintained in accordance with 3146.8 
(d). 

3 146.37 Buffered crystalline penicil¬ 
lin. Buffered crystalline penicillin con¬ 
forms to all requirements prescribed by 
5 146.24 for crystalline penicillin, and is 
subject to all procedures prescribed by 
5 146.24 for crystalline penicillin, except 
that: 

(a) It contains the buffer sodium cit¬ 
rate in a quantity not less than 4.0 per¬ 
cent and not more than 5.0 percent by 
weight of its total solids; such sodium 
citrate conforms to the standards pre¬ 
scribed therefor by the U. 8. P.: $ 

(b) If it Is crystalline penicillin G, the 
penicillin O content is corrected for the 
sodium citrate content; 

(c) The circular or other labeling 
within or attached to the package, if it 
is packaged for dispensing, shall bear, 
in lieu of the statement prescribed for 
crystalline penicillin by 3 146.24 (c) (3) 
(ill), the statement M Sterile solution 
may be kept in refrigerator for one week 
without significant loss of potency”; 

<d) A person who requests certifica¬ 
tion of a batch shall submit with his 
request a statement showing the quan- 
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tlty of sodium citrate used in making the 
batch, that such sodium citrate con¬ 
forms to the requirements prescribed 
therefor by this section, and in case of 
an Initial request for certification he 
shall submit an accurately representa¬ 
tive sample of such sodium citrate con¬ 
sisting of approximately 5 grams; and 

(e) The fee for the services rendered 
with respect to the sample of sodium 
citrate submitted in accordance with the 
requirements prescribed therefor by this 
section shall be $4.00. 

5 146.38 Capsules buffered penicillin 
with pectin hydrolysate <capsules 
buffered potassium penicillin with pec¬ 
tin hydrolysate > — (a) Standards of 
identity , strength , quality and purity. 
Capsules buffered penicillin with pectin 
hydrolysate are capsules composed of 
potassium penicillin with pectin hydrol¬ 
ysate and sodium citrate enclosed in a 
hard gelatin capsule. The potassium 
penicillin with pectin hydrolysate Is 
prepared by lyophilizlng a solution con¬ 
taining one part potassium penicillin 
and three parts of pectin hydrolysate by 
weight The potency of each capsule 
is not less than 50,000 units. Its mois¬ 
ture content is not more than 4.0 per¬ 
cent. The penicillin used conforms to 
the requirements prescribed by 5 146.24 

(a) for potassium penicillin except sub- 
paragraphs (2* and (4) of 3 146.24 (a). 
The pectin hydrolysate is obtained 
by mild hydrolysis of pectin with sodium 
hydroxide and hydrochloric acid. It Is 
a free flowing and opalescent solution 
light tan to beige in color and is precipi¬ 
tated by the lower alcohols and ketones. 
Its pH is 6 0 to 7.0. It Is substantially 
free of any turbidity or undUsolved ma¬ 
terial. The pectin used conforms to the 
standards prescribed by the N. P. Tho 
sodium citrate and the sodium hydrox¬ 
ide and hydrochloric acid used in the 
preparation of the pectin hydrolysate 
conform to the standards prescribed 
therefor by the U. 8. P. 

(b) Packaging. Unless each capsulo 
of buffered penicillin with pectin hy¬ 
drolysate is enclosed in foil or plastic 
fi l m and such enclosure compiles with 
the definition of a tight container as 
prescribed by the U. 8. P.. except the 
provision that it shall be capable of tight 
reclosure, the immediate container shall 
be a tight container as so defined. The 
immediate container may also contain 
a desiccant separated from the capsules 
by a plug of cotton or other like mate¬ 
rial The composition of the immediate 
container, or of the foil or film enclo¬ 
sure, shall be such as will not cause any 
change In the strength, quality, or pur¬ 
ity of the contents beyond any limit 
therefor In applicable standards, except 
that minor changes so caused which are 
normal and unavoidable in good pack¬ 
aging, storage, and distribution practice 
shall be disregarded. The number of 
capsules in the immediate container is 
such that the total number of units 
therein Is not less than 300.000. 

(c) Labeling. Each package of cap¬ 
sules buffered penicillin with pectin hy¬ 
drolysate shall bear, on its label or la¬ 
beling as hereinafter indicated, the fol¬ 
lowing: 
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(1) On the outside wrapper or con¬ 
tainer and the immediate container: 

(1) The batch mark; 

(il) The number of units in each cap¬ 
sule of the batch; 

till) The quantity of the sodium cit¬ 
rate in each capsule of the batch; and 

<lv> The statement "Expiration date 

•-the blank beinj filled In with 

the date which is twelve months after 
the month during which the batch was 
certified. 

(2) On the outside wrapper or con¬ 
tainer: 

(I) Unless It Is intended solely for vet¬ 
erinary use and is conspicuously so la¬ 
beled. the statement "Caution: To be 
dispensed only by or on the prescription 

of a-the blank being filled in 

with the word "physician" or "dentist" 
or '‘veterinarian" or any combination of 
two or all of these words, as the case 
may be. 

(II) Unless it is Intended solely for vet¬ 
erinary use and is so labeled, a reference 
specifically Identifying a readily availa¬ 
ble medical publication containing direc¬ 
tions and precautions (including con¬ 
traindications %nd possible sensitization) 
adequate for the use of such capsules, or 
a reference to a brochure, or other 
printed matter containing such direc¬ 
tions and precautions, and a statement 
that such brochure or printed matter 
will be sent on request. 

(3) On the circular or other labeling 
within or attached to the package, if it is 
intended solely for veterinary use. direc¬ 
tions and precautions adequate for the 
use of such capsules, including: 

(1) Clinical indications; 

(il) Dosage and administration; 

(ill) Contraindications; and 

(Iv) Untoward effects that may ac¬ 
company administration. 

If two or more such immediate con¬ 
tainers are in such package the number 
of such circular* or other labeling shall 
not be less than the number of such 
containers. 

<d> Requests for certification; samples. 
(1) In addition to complying with the 
requirements of 1146.2, a person who re¬ 
quests certification of a batch of capsules 
buffered penicillin with pectin hydroly¬ 
sate shall submit with his request a state¬ 
ment showing the batch mark, the num¬ 
ber of packages of each size in such 
batch, the batch mark and (unless it was 
previously submitted) the date on which 
the latest assay of the penicillin used In 
making such batch was completed, the 
number of units in each capsule, the 
quantity of each ingredient used In mak¬ 
ing the batch, the date on which the 
latest assay of the drug comprising such 
batch was completed, and a statement 
that each Ingredient used In making the 
batch conforms to the requirements pre¬ 
scribed therefor by this section. 

(2) Except as otherwise provided in 
subparagraph (4) of this paragraph, such 
person shall submit in connection with 
his request results of the tests and assays 
listed after each of the following, made 
by him on an accurately representative 
sample of: 

(i) The batch; average potency per 
capsule, average moisture. 
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(1!) The penicillin used in making the 
batch; potency, toxicity, moisture, pH. 
penicillin K content (unless it Is crystal¬ 
line penicillin G). crystallinity, and heat 
stability, and if it is crystalline penicillin 
O, penicillin G content. 

<3> Except as otherwise provided by 
subparagraph (4) of this paragraph, such 
person shall submit in connection with 
his request, in the quantities herein¬ 
after indicated, accurately representa¬ 
tive samples of the following: 

<l> The batch; one capsule for each 
5.000 capsules in the batch, but in no case 
less than 20 capsules or more than 100 
capsules collected by taking single cap¬ 
sules at such intervals throughout the 
entire time of capsuling that the quan¬ 
tities capsuled during the Intervals are 
approximately equal. 

<ii) The penicillin used in making the 
batch; ten packages containing approxi¬ 
mately equal portions of not less than 60 
milligrams each, packaged in accordance 
with the requirements of 1 146.24 (b). 

(ill) In case of an initial request for 
certification, one package of approxi¬ 
mately 250 cc. of the pectin hydrolysate 
and one package of approximately five 
grams of the sodium citrate used In mak¬ 
ing the batch, one package of approxi¬ 
mately 50 cc. of the hydrochloric acid 
and one package of approximately five 
grams of the sodium hydroxide used in 
preparing the pectin hydrolysate. 

(4> No result referred to in subpara¬ 
graph *2) ill) of this paragraph, and 
no sample referred to in subparagraph 
(3) (11) of this paragraph, is required if 
such result or such sample has been pre¬ 
viously submitted. 

(e) Fees. The fee for the services 
rendered with respect to each batch of 
capsules buffered penicillin with pectin 
hydrolysate under the regulations in this 
part shall be: • 

(1) $1.50 for each capsule in the sam¬ 
ple submitted in accordance with para¬ 
graph (d) <3> (i) of this section; $4.00 
for each package in the sample sub¬ 
mitted in accordance with paragraph 
(d) (3) (11) and (.11). of this section; and 

(2) If the Commissioner considers 
that investigations, other than exami¬ 
nation of such capsules and packages, 
are necessary to determine whether or 
not such batch complies with the re¬ 
quirements of 4 146.3 for the issuance of 
a certificate, the cost of such investiga¬ 
tions. 

The fee prescribed by subparagraph 
(1) of this paragraph shall accompany 
the request for certification unless 
such fee is covered by an advance de¬ 
posit maintained In accordance with 
f 146 8 (d). 

5 146 40 Penicillin bougies (sodium 
penicillin bougies . calcium penicillin 
bougies , potassium penicillin bougies, 
procaine penicillin bougies , penicillin 
bougies sodium salt , penicillin bougies 
calcium salt, penicillin bougies potassium 
salt . penicillin bougies procaine salt )— 
(a) Standards of identity . strength, 
Quality , and purity. Penicillin bougies 
are bougies composed of sodium penicil¬ 
lin. calcium penicillin, potassium peni¬ 
cillin. or procaine penicillin in an excip¬ 
ient of polyethylene glycol or of one or 
more other suitable and harmless dilu¬ 
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ents, binders, and lubricants. The po¬ 
tency of each bougie is not less than 
25.000 units. Its moisture content is not 
more than 1.0 percent. The sodium 
penicillin, calcium penicillin, or potas¬ 
sium penicillin used conforms to tho 
requirements of 5 146.24 (a), except 
the limitation on penicillin K con¬ 
tent and except subparagraphs (1). (2), 
and (4) of 5 146.24 (a), but,its potency 
is not less than 300 units per milligram. 
The procaine penicillin used conforms 
to the requirements of 5 146.44 (a), 
except the limitation on penicillin K 
content and except subparagraphs <2> 
and (3) of 1 146.44 (a). Each other 
substance used, if its name is recognized 
in the U. S. P. or N. F., conforms to the 
standards prescribed therefor by such 
official compendium. 

<b) Packaging. Unless each penicillin 
bougie is enclosed in foil or plastic film 
and such enclosure Is a tight container as 
defined by the U. 8. P„ except the pro¬ 
vision that it shall be capable of tight 
reclosure, the immediate container shall 
be a tight container as so defined. The 
immediate container may also contain a 
desiccant separated from the bougies by 
a plug of cotton or other like material. 
The composition of the immediate con¬ 
tainer, or of the foil or film enclosure, 
shall be such as will not cause any change 
in the strength, quality, or purity of the 
contents beyond any limit therefor in 
applicable standards, except that minor 
changes so caused which are normal and 
unavoidable in good packaging, storage, 
and distribution practice shall be 
disregarded. 

(c) Labeling. Each package of peni¬ 
cillin bougies shall bear, on Its label or 
labeling as hereinafter indicated, the 
following: 

(1) On the outside wrapper or con¬ 
tainer and the immediate container: 

(1) The batch mark; 

(U) The number of units in each 
bougie of the batch; 

<lii) The statement “Expiration date 

." the blank being filled 

in, if crystalline penicillin or procaine 
penicillin is used without the excipient 
polyethylene glycol, with the date which 
is 18 months; or If the excipient poly¬ 
ethylene glycol is used, or if crystalline 
penicillin or procaine penicillin is not 
used, with the date which is 12 months 
after the month during which the batch 
was certified; 

(lv) If the excipient is polyethylene 
glycol, the statement “Store In refrig¬ 
erator not above 15 # C. (59* F.) M ; and 

(v) The statement “For veterinary 
use only.” 

(2) On the circular or other labeling 
within or attached to the package, direc¬ 
tions and precautions adequate for the 
use of such bougies, including: 

(i) Clinical indications; 

(ii) Dosage and administration; 

(111) Contraindications; and 

<Iv> Untoward effects that may ac¬ 
company administration. 

(d) Requests for certification; sam¬ 
ples. (1) In addition to complying with 
the requirements of 5 146.2. a person who 
requests certification of a batch of peni¬ 
cillin bougies shall submit with his re¬ 
quest a statement showing the batch 
mark, tho number of packages of each 


size in such batch, the batch mark and 
(unless It was previously submitted) the 
date on which the latest assay of the 
penicillin used in making such batch was 
completed, the number of units in each 
bougie, th^quantity of each ingredient 
used in making the batch, and the date 
on which the latest assay of the drug 
comprising such batch was completed, 
and a statement that each Ingredient 
used in making the batch conforms to 
the requirements prescribed therefor, if 
any. by this section. 

(2) Except as otherwise provided by 
subparagraph (4) of this paragraph such 
person shall submit in connection with 
his request results of the tests and assays 
listed after each of the following, made 
by him on an accurately representative 
sample of: 

(i) The batch: average potency per 
bougie and moisture. 

(11) The penicillin used In making the 
batch; potency, toxicity, moisture, pH, 
crystallinity, and heat stability it it is 
crystalline sodium or potassium penicil¬ 
lin. the penicillin G content if it is crys¬ 
talline sodium or potassium penicillin 
G, and the procaine penicillin G content 
if it is crystalline procaine penicillin G. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph such 
person shaU submit in connection with 
his request in the quantities hereinafter 
indicated, accurately representative sam¬ 
ples of the following: 

(i) The batch; one bougie for each 
5.000 bougies in the batch, but in no case 
less than 20 bougies or more than 100 
bougies, collected by taking single bougies 
at such intervals throughout the entire 
time the bougies are being made, that 
the quantities made during the intervals 
are approximately equal. 

(11) The penicillin used in making the 
batch; 5 packages, or in the case of crys¬ 
talline penicillin 10 packages, each con¬ 
taining approximately equal portions of 
not less than 60 mg. if it is not procaine 
penicillin and not less than 300 mg. if 
it Is procaine penicillin, packaged in ac¬ 
cordance with the requirements of 
5 146.24 <b> or 5 146.44 <b>. 

(ill) In case of an Initial request for 
certification, each polyethylene glycol 
and each other Ingredient used in mak¬ 
ing the batch; one package of each con¬ 
taining approximately 25 grams. 

(4) No result referred to in subpara¬ 
graph (2) (ii) of this paragraph, and no 
sample referred to in subparagraph (3) 
(11) of this paragraph, is required if such 
result or sample has been previously sub¬ 
mitted. 

(e) Fees. The fee for the services ren¬ 
dered with respect to each batch of peni- 
cilliiw bougies under the regulations In 
this (art shall be: 

(1) $1.00 for each bougie in the sample 
submitted in accordance with paragraph 
(d) (3) (!) of this section; $4.00 for each 
package in the samples submitted In 
accordance with paragraph (d) (3) Ui> 
and (ill) of this section; and 

(2) If the Commissioner considers 
that Investigations other than examina¬ 
tion of such bougies and packages, are 
necessary to determine whether or not 
such batch complies with the require¬ 
ments of 5146.3 for the Issuance of a 
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certificate, the cost of such Investiga¬ 
tions. 

The fee prescribed by subparagraph 

(1) of this paragraph shall accompany 
the request for certification unless 
such fee is covered by an advance de¬ 
posit maintained in accordance with 
§ 146 8 <d). 

8 146.41 Crystalline penicillin and 
epinephrine in oil —(a) Standards of 
identity, strength, quality, and purity. 
Crystalline penicillin and epinephrine in 
oil is a suspension of crystalline penicil¬ 
lin and epinephrine in a menstruum of 
refined peanut oil or sesame oil Each 
milliliter has a potency of 300,000 units 
and contains 0.3 milligram of epineph¬ 
rine. Its moisture content is not more 
then 0.2 percent.' It is sterile. The peni¬ 
cillin u*:ed conforms to the requirements 
of 514S.C4 <a> for crystalline penicillin. 
The epinephrine, peanut oil and sesame 
oil used conform to the standards pre¬ 
scribed therefor by the U. S. P. 

<b> Packaging. The immediate con¬ 
tainer of crystalline penicillin and epi¬ 
nephrine in oil shall be of colorless trans¬ 
parent glass so closed as to be a tight 
container as defined by the U. 8. P.. shall 
be sterile at the time of filling and clos¬ 
ing. shall be so sealed that its contents 
cannot be used without destroying such 
seal, and shall be of such composition as 
will not cause any change In the strength, 
quality, or purity of the contents beyond 
any limit therefor in applicable stand¬ 
ards. except that minor changes so 
caused which are normal and unavoid¬ 
able In good packaging, storage, and dis¬ 
tribution practice shall be disregarded. 
The quantity of crystalline penicillin and 
epinephrine in oil In each such container 
shall be not less than one milliliter and 
not more than 20 milliliters unless it is 
packaged for repacking. Unless it is 
packaged for repacking each container 
shall be filled with a volume of crystal¬ 
line penicillin and epinephrine in oil in 
excess of that designated, which excess 
shall be sufficient to permit the with¬ 
drawal and the administration of the 
volume indicated whether administered 
in either single or multiple doses. 

(c) Labeling. Each package of crys¬ 
talline penicillin and epinephrine in oil 
shall bear, on Its label or labeling as here¬ 
inafter indicated, the following: 

(I) On the outside wrapper or con¬ 
tainer and the immediate container of 
the package: 

(1) The batch mark; 

(II) Tiie number of units per milliliter 
of the batch; 

(Hi) The quantity of epinephrine per 
mililllter of the batch; 

(iv) The statement “Expiration date 

-" the blank being filled in with 

the date which is 18 months after tho 
month during which the batch was cer¬ 
tified; 

(v) The statement “For intramuscu¬ 
lar use only** and “Shake well”; and 

<vi> The name of the oil used in mak¬ 
ing the batch. 

(2) On the circular or other labeling 
within or attached to the package, ade¬ 
quate directions for use and warnings as 
required by section 602 (f) of the act. 
Including: 

(i) Clinical indications; 
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(ii) Dosage and administration. In¬ 
cluding site of injection; 

(iii) Contraindications; and 

Civ) Untoward effects that may ac¬ 
company administration, including sen¬ 
sitization. 

(d) Requests for certification; sam¬ 
ples. (1) In addition to complying with 
the requirements of 8146.2. a person who 
requests certification of a batch of crys¬ 
talline penicillin and epinephrine in oil 
shall submit with his request a statement 
showing the batch mark, the number of 
packages of each size in such batch, the 
batch mark and (unless it was previously 
submitted) the date on which the latest 
assay of the penicillin used in making 
such batch was completed, the number 
of units in each of such packages, the 
quantity of each Ingredient used in mak¬ 
ing the batch, the date on which the lat¬ 
est assay of the drug comprising such 
batch was completed, and that the 
epinephrine, peanut oil or sesame oil used 
in making such batch conforms to the 
requirements prescribed therefor by this 
section. 

<2) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit In connection 
with his request results of the tests and 
assays listed after each of the following, 
made by him on an accurately represen¬ 
tative sample of: 

(1) The batch; potency, sterility, mois¬ 
ture and epinephrine content; 

(U) The penicillin used In making the 
batch; potency, sterility, toxicity, pyro¬ 
gens. moisture. pH. penicillin K content 
(unless It is crystalline penicillin G), 
crystallinity, heat stability and the peni¬ 
cillin G content if it is crystalline peni¬ 
cillin G. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, such 
person shall submit In connection with 
his request, in the quantities hereinafter 
indicated, accurately representative sam¬ 
ples of the following: 

(1) The batch; one package for each 
500 packages In the batch, but In no case 
less than 5 packages or more than 15 
packages, collected by taking single pack¬ 
ages at such intervals throughout the en¬ 
tire time of packaging the batch that the 
quantities packaged during the Intervals 
are approximately equal. 

(ii> The penicillin used in making the 
batch; ten packages containing approxi¬ 
mately equal portions of not less than 60 
milligrams each, packaged In accordance 
with the requirements of 8 146.24 <b). 

(ill) In case of an Initial request for 
certification, the epinephrine and the 
peanut oil or sesame oil used in making 
the batch: one package of each contain¬ 
ing approximately 2 grams and 250 grams 
respectively. 

(4) No result referred to in subpara¬ 
graph (2) (ii) of this paragraph, and no 
sample referred to in subparagraph (3) 
(ii) of this paragraph, is required if such 
result or sample has been previously sub¬ 
mitted. 

(e) Fees. The fee for the services ren¬ 
dered with respect to each batch of 
crystalline penicillin and epinephrine in 
oil under the regulations in this part shall 
be: 

(1) $4.00 for each Immediate container 
submitted in accordance with paragraph 


(d) (3) (1), $4 00 for each package in the 
samples submitted In accordance with 
paragraph (d) (3) (11) and (ill) of this 
section: and 

(2) If the Commissioner considers 
that Investigations, other than examina¬ 
tions of such packages, are necessary to 
determine whether or not such batch 
compiles with the requirements of 8146,3 
for the Issuance of a certificate, the cost 
of such investigations. 

The fees proscribed by subparagraph 
(1) of this paragraph shall accompany 
the request for certification unless such 
fee is covered by an advance deposit 
maintained in accordance with 8 146.8 
(d). 

8 146 42 Aluminum penicillin (alumi¬ 
num penicillin salt) —(a) Standards of 
identity, strength, quality, and purity. 
Aluminum penicillin is the insoluble 
aluminum salt of a kind of penicillin or 
a mixture of two or more such salts, but 
the quantity of any salt of penicillin K 
therein Is not more than 30 percent. 
Each such drug is so purified and dried 
that: 

(1) Its potency is not less than 500 
units per milligram; 

(2) It is sterile; 

(3) It is nonpyrogenlc; 

(4) It is nontoxic; 

(5) Its moisture content Is not more 
than 3 percent; and 

(6) Its pH in saturated aqueous solu¬ 
tion is not less than 3.5 and not more 
than 4.5. 

(b) Packaging . In all cases the Im¬ 
mediate containers shall be tight con¬ 
tainers as defined by the U. 8. P.. shall 
be sterile at the time of filling and clos¬ 
ing. shall be so sealed that the contents 
cannot be used without destroying the 
seal, and shall be of such composition as 
will not cause any change in the strength, 
quality, or purity of the contents beyond 
any limit therefor in applicable stand¬ 
ards. except that minor changes so 
caused which are hormal and unavoid¬ 
able in good packaging, storage, and dis¬ 
tribution practice shall be disregarded. 

(c) Labeling. Each package of alumi¬ 
num penicillin shall bear on its outside 
wrapper or container and the Immedi¬ 
ate container as hereinafter indicated, 
the following: 

(1) The batch mark: 

(2) The weight of the drug and the 
number of units in the Immediate con¬ 
tainer; 

(3) The statement "Expiration date 

_r. the blank being filled in with 

the date which is 12 months after the 
month during which the batch was certi¬ 
fied; 

(4) The statement “Store in refriger¬ 
ator not above 15* C. (59* F.)". or “Store 
below 15* C. (59* F.)”; and 

(5) The statement “For manufactur¬ 
ing use only.*’ 

(d> Request for certification, check 
tests, and assays ; samples. (1) In addi¬ 
tion to complying with the requirements 
of 8 146.2, a person who requests certifi¬ 
cation of a batch of aluminum penicillin 
shall submit with his request a statement 
showing the batch mark, the number of 
packages of each size In the batch, the 
weight of the drug and the number of 
units in each package, and (unless it was 
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previously submitted) the date on which 
the latest assay of the drug comprising 
the batch was completed. Such request 
shall be accompanied or followed with 
results of the tests and assays made by 
him on the batch for potency, sterility, 
pyrogens, tox*rity. moisture. pH, and the 
penicillin K content. 

(2) Such person shall submit with his 
request a sample containing six approxi¬ 
mately equal portions of not less than 
300 milligrams each taken from different 
parts of such batch; each portion shall 
be packaged In a separate container and 
in accordance with the requirements of 
paragraph (b) of this section. 

(3) In connection with contemplated 
requests for certification of batches of 
another drug in the manufacture of 
which aluminum penicillin is to be used, 
the manufacturer of a batch which is to 
be so used may request the Commissioner 
to make check tests and assays on a 
sample of such batch taken as prescribed 

• by subparngraph (2> of this paragraph. 
Prom the information required by sub- 
para graph <1> of this paragraph may be 
omitted results of tests and assays not 
required for the batch when used In such 
other drug. The Commissioner shall re¬ 
port to such manufacturer results of each 
check test and assay as are so requested. 

(e) Fees. The fee for the services 
rendered with respect to each batch 
under the regulations in this part shall 
be: 

(1) $4.00 for each immediate contain¬ 
er in the sample submitted in accordance 
with paragraphs (d) (2) and (3) of this 
section: and 

<2> If the Commissioner considers 
that Investigations, other than the exam¬ 
ination of such immediate containers, 
are necessary to determine whether or 
not such batch complies with the require¬ 
ments of § 14C.3 for the Issuance of a 
certificate, the cost of such investiga¬ 
tions. 

The fee prescribed by subparagraph 

(1) of this paragraph shall accompany 
the request for certification unless such 
fee Is covered by an advance deposit 
maintained in accordance with ft 146.8 
(d). 

5 146.43 Aluminum penicillin in oil— 

(a) Standards of identity , strength, qual¬ 
ify, and purity. Aluminum penicillin in 
oil Is a suspension of aluminum penicillin 
in a menstruum of refined peanut oil or 
sesame oil. Its potency is 3C0.C00 units 
per milliliter. Its moisture content is 
not more than 1.5 percent. It Is sterile. 
The aluminum penicillin used conforms 
to the requirements of ft 146.42 <a). 

The peanut oil or sesame oil used con¬ 
forms to the standards prescribed there¬ 
for by the U. S. P. 

(b) Packaging. The immediate con¬ 
tainer of aluminum penicillin in oil shall 
be of colorless, transparent glass, so closed 
as to be a tight container as defined by 
the U. 8. P.. shall be sterile at the time 
of filling and closing, shall be so sealed 
that its contents cannot be used without 
destroying such seal, and shall be of such 
composition as will not cause any change 
in the strength, quality, or purity of the 
contents beyond any limit therefor in 
applicable standards, except that minor 
changes so caused which are normal and 
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unavoidable in good packaging, storage, 
and distribution practice shall be disre¬ 
garded. The quantity of aluminum pen¬ 
icillin in oil In each such container shall 
be not less than 1 milliliter and not more 
than 20 milliliters, unless it Is packaged 
for repacking. Unless it is packaged for 
repacking, each container shall be filled 
with a volume of aluminum penicillin In 
oil in excess of that designated, which 
excess shnll be sufficient to permit the 
withdrawal and the administration of 
the volume indicated, whether adminis¬ 
tered in either single or multiple doses. 

<c) Labeling. Each package of alu¬ 
minum penicillin in oil shall bear on its 
label or labeling as hereinafter Indicated, 
the following: 

(1) On the outside label or container 
and the immediate container of the 
package: 

(I) The batch mark; 

<ii) The number of units per milli¬ 
liter of the batch; 

(111) The statement •'Expiration date 

-the blank being filled in 

with the date which is 12 months after 
the month during which the batch was 
certified; 

(iv) The statements “For intramuscu¬ 
lar use only" and ‘ Shake well”; 

(v) The statement "Store in refrigera¬ 
tor not above 15* C, <59* F.>” or "Store 
below 15 s C. (59 s F.)”; and 

(vi> The name of the oil used in mak¬ 
ing the batch. 

<2> On the circular or other labeling 
within or attached to the package, ade¬ 
quate directions for use and warnings as 
required by section 502 <f> of the act, 
including: 

(1) Clinical indications: 

(11) Dosage and administration, in¬ 
cluding site of injection; 

(ill) Contraindications; and 

(iv) Untoward effects that may ac¬ 
company administration, including sen¬ 
sitization. 

<d> Requests for certification: sam¬ 
ples. (1) In addition to complying with 
the requirements of ft 146.2, a person 
who requests certification of a batch of 
aluminum penicillin in oil shall submit 
with his request a statement showing the 
batch mark, the number of packages of 
each size In such batch, the batch mark 
and <unless It was previously submitted) 
the date on which the latest assay of the 
aluminum penicillin used In making such 
batch was completed, the number of 
units in each of such packages, the quan¬ 
tity of each ingredient used In making 
the batch, the date on which the latest 
assay of the drug comprising such batch 
was completed, and that the peanut oil 
or sesame oil used In making such batch 
conforms to the requirements prescribed 
therefor by this section. 

(2) Except as otherwise provided by 
subparagraph <4> of this paragraph, 
such person shall submit In connection 
with his request results of the tests and 
assays listed after each of the following, 
made by him on an accurately represent¬ 
ative sample of: 

(i) The batch; potency, sterility, mois¬ 
ture; 

(11) The aluminum penicillin used in 
making the batch; potency, sterility, 
toxicity, pyrogens, moisture, pH, penicil¬ 
lin K content. 


(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request, in the quantities here¬ 
inafter indicated, accurately representa¬ 
tive samples of the following: 

(I) The batch; one package for each 
600 packages in the batch, but in no case 
less than 3 packages or more than 12 
packages, collected by taking single 
packages at such intervals throughout 
the entire time of packaging the batch 
that the quantities packaged during the 
intervals are approximately equal; 

(II) The aluminum penicillin used In 
making the batch; 6 packages containing 
approximately equal portions of not less 
than 300 milligrams, each packaged In 
accordance with the requirements of 
ft 148.42 <b>; 

(ill) In case of an Initial request for 
certification, the peanut oil or sesame 
oil used In making the batch; one pack¬ 
age of each containing approximately 
250 grains. 

(4) No result referred to in subpara¬ 
graph (2) (11) of this paragraph and no 
sample referred to in subparagraph (3) 
(ii) of this paragraph are required if 
such result or sample has been previ¬ 
ously submitted. 

(c) Fees. The fee for the services 
rendered with respect to each batch of 
aluminum penicillin in oil under the 
regulations in this part shall be: 

(1) $8.00 for each package submitted 
in accordance with paragraph (d) (3) 
(i), $4.00 for each package in the sam¬ 
ples submitted In accordance with para¬ 
graph (d) (3) (il) and (ill) of this sec¬ 
tion; and 

(2) If the Commissioner considers that 
investigations, other than the examina¬ 
tion of such packages, are necessary to 
determine whether or not such batch 
complies with the requirements of ft 146.3 
for the issuance of a certificate, the cost 
of such Investigations. 

The foe prescribed by subparagraph 
(1) of this paragraph shall accompany 
the request for certification unless such 
fee Is covered by an advance deposit 
maintained in accordance with ft 146.8 

(d). 

ft 146.44 Procaine penicillin (penicillin 
procaine salt), procaine penicillin Q 
< penicillin G procaine salt '—(a) Stand¬ 
ards of identity, strength, quality , and 
purity. Procaine penicillin is the crys¬ 
talline procaine salt of a kind of penicil¬ 
lin. or a mixture of two or more such salts 
prepared from procaine hydrochloride 
U. 8, P. and penicillin, but the quantity 
of any salt of penicillin K therein is not 
more than 30 percent: procaine penicillin 
G is procaine penicillin which contains 
not less than 85 percent by weight of the 
procaine salt of penicillin O. Each such 
drug is so purified and dried that: 

(1) Its potency Is not less than 900 
units per milligram; 

(2) It Is sterile; 

(3) It is nonpyrogenic; 

(4) It is nontoxic; 

(5) Jts moisture content is not more 
than 4.2 percent; and 

(6) Its pH in saturated aqueous solu¬ 
tion is not less than 5 and not more than 
7.5. 
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(b) Packaging. In all cases the Imme¬ 
diate containers shall be tight contain¬ 
ers as defined by the U. 8. P.. shall be 
sterile at the time of filling and closing, 
shall be so sealed that the contents can¬ 
not be used without destroying the seal, 
and shall be of such composition as will 
not cause any change in the strength, 
duality, or purity of the contents beyond 
any limit therefor in applicable stand¬ 
ards. except that minor changes so 
caused which are normal and unavoid¬ 
able in good packaging, storage, and dis¬ 
tribution practice shall be disregarded. 

(c) Labeling. Each package of pro¬ 
caine penicillin shall bear on its outside 
wrapper or container and the immediate 
container as hereinafter indicated, the 
following: 

(1> The batch mark; 

(2) The weight of the drug and the 
number of units in the immediate con¬ 
tainers; 

<3) The statement “Expiration date 

_the blank being filled in 

with the date which is 24 months after 
the month during which the batch was 
certified: and 

<4) The statement “For manufactur¬ 
ing use only/* 

<d> Request Jot certification , check 
tests and assays; samples. (1) In addi¬ 
tion to complying with the requirements 
of 5 146.2. a person who requests certi¬ 
fication of a batch of procaine penicillin 
shall submit with his request a state¬ 
ment showing the batch mark, the num¬ 
ber of packages of each size in the batch, 
the weight of the drug and the number of 
units In each package, and (unless it 
was previously submitted) the date on 
which the latest assay of the drug com¬ 
prising the batch was completed. 8uch 
request shall be accompanied or fol¬ 
lowed by the results of tests and assays 
made by him on the batch for potency, 
sterility, toxicity, pyrogens, moisture, pH. 
crystallinity, penicillin K content (un¬ 
less it is procaine penicillin G), and the 
penicillin G content if it is procaine 
penicillin G. 

<2> Such person shall submit with his 
request a sample containing 10 approxi¬ 
mately equal portions of at least 300 
milligrams each taken from different 
parts of such batch. Each such portion 
shall be packaged in a separate con¬ 
tainer and in accordance with the re¬ 
quirements of paragraph (b) of this sec¬ 
tion. 

(3) In connection with contemplated 
requests for certification of batches of 
another drug in the manufacture of 
which procaine penicillin is to be used, 
the manufacturer of a batch which is to 
be so used may request the Commis¬ 
sioner to make check tests and assays on 
a sample of such batch taken as pre¬ 
scribed by subparagraph (2) of this 
paragraph. From the information re¬ 
quired by subparagraph (1) of this para¬ 
graph may be omitted results of testa 
and assays not required for the batch 
when used in such other drug. The 
Commissioner shall report to each manu¬ 
facturer results of such check tests and 
assays as arc so requested. 

• e) Fees. The fee for the services 
rendered with respect to each batch un¬ 
der the regulations In this part shall be: 


(1) $4.00 for each immediate con¬ 
tainer in the sample submitted in accord¬ 
ance with paragraph (d) (2) and (3) of 
this section; and 

(2) If the Commissioner considers 
that investigations other than the exami¬ 
nation of such immediate containers are 
necessary to determine whether or not 
such batch complies with the require¬ 
ments of 9 146.3 for the Issuance of a 
certificate, the cost of such investiga¬ 
tions. 

The fee prescribed by subparagraph 
(1) of this paragraph shall accompany 
the request for certification unless 
such fee Is covered by an advance de¬ 
posit maintained In accordance with 
S 146.8 (d). 

9 146.45 Procaine penicillin in oil— (a) 
Standards of identity . strength , quality , 
and purity. Procaine penicillin in oil is 
a suspension of procaine penicillin in re¬ 
fined peanut oil or sesame oil. with or 
without the addition of one or more suit¬ 
able and harmless dispersing agents and 
with or without the addition of a harden¬ 
ing agent. Its potency Is 300,000 units 
per milliliter, except if it i$~lRckagcd 
and labeled solely for veterinary use. its 
potency Is not less than 10,000 units per 
milliliter. Its moisture content is not 
more than 1.4 percent. It Is sterile, 
unless It is packaged and labeled solely 
for udder instillations of cattle. The 
procaine penicillin used conforms to the 
requirements of 9 146.44 (a), except if 
the batch of procaine penicillin in oil is 
packaged and labeled solely for udder 
instillations of cattle, the penicillin used 
is exempt from the requirements of sub- 
paragraphs (2) and (3) of that section. 
The sesame oil and peanut oil used con¬ 
form to the standards prescribed there¬ 
for by the U. S. P. The hardening agent 
is a refined hydrogenated and deodorized 
peanut oil free from rancidity; it has an 
iodine value of not more than 10; its free 
fatty acid content as oleic acid is not 
more than Mo of 1 percent, and its melt¬ 
ing point is 64* C., ±2’ C. 

(b) Packaging. The immediate con¬ 
tainer of procaine penicillin in oil shall be 
of colorless transparent glass so closed as 
to be a tight container ?s defined by the 
U. S. P.. shall be gterile at the time of 
filling and closing, and shall be so sealed 
that Its contents cannot be Used with¬ 
out destroying such seal, except if it is 
labeled solely for udder instillations of 
cattle, it may be packaged in collapsible 
tubes which shall be well-closed con¬ 
tainers as defined by the U. S. P. The 
immediate container shall be of such 
composition as will not cause any change 
In the strength, quality, or purity of the 
contents beyond any limitation therefor 
in applicable standards, except that mi¬ 
nor changes so caused which are normal 
and unavoidable in good marketing, stor¬ 
age, and distribution practice shall be 
disregarded. The quantity of procaine 
penicillin in oil in each glass container 
shall be not less than 1 ml. and not more 
than 20 ml., unless It Is packaged for re¬ 
packing or Is packaged and labeled solely 
for veterinary use. Unless It is packaged 
for repacking, each glass container shall 
be filled with a volume of procaine peni¬ 
cillin in oil in excess of that designated, 
which excess shall be sufficient to permit 


the withdrawal and the administration 
of the volume Indicated, whether ad¬ 
ministered in single or multiple doses. 

(c) Labeling. Each package of pro¬ 
caine penicillin in oil shall bear on its 
label or labeling as hereinafter indicated, 
the following: 

(I) On the outside wrapper or con¬ 
tainer and the immediate container of 
the package: 

(1) The batch mark; 

01) The number of units per milliliter 
of the batch; 

Oil) The statement “Expiration date 

. M the blank being filled In 

with the date which is 24 months after 
the month during which the batch was 
certified; 

(iv) Unless It Is packaged and labeled 
solely for udder instillations of cattle, the 
statement “For intramuscular use only*' 
and. if it does not contain a hardening 
agent, “Shake weir; and 

(v> The name of each oil used in mak¬ 
ing the batch, and. if aluminum mono- 
stearate is used as the dispersing agent, 
the quantity used. 

(2) On the circular or other labeling 
within or attached to the package, ade¬ 
quate directions for use and warnings as 
required by section 502 <f) of the act, 
including: 

(1) Clinical Indications; 

(II) Dosffi and administration, in¬ 
cluding site of injection; 

(ill) Contraindications; and 

<iv) Untoward effects that may ac¬ 
company administration, including sen¬ 
sitization. 

(d) Requests for certification; sam- 
ples. (1) In addition to complying with 
the requirements of 9 146.2. a person who 
requests certification of a batch of 
procaine penicillin In oil shall submit 
with his request a statement showing the 
batch mark, the number of packages of 
each size In such batch, the batch mark 
and (unless it was previously submitted) 
the date on which the latest assay of the 
procaine penicillin used in making such 
batch was completed, the number of 
units in each of such packages, the quan¬ 
tity of each ingredient used in making 
the batch, the date on which the latest 
assay of the drug comprising such batch 
was completed, and that each Ingredient 
used in making such batch conforms to 
the requirements prescribed therefor by 
this section. 

(2) Except as otherwise provided by 
subparagraph (4) of this paragraph, such 
person shall submit in connection with 
his request results of the tests And as¬ 
says listed after each of the following, 
made by him on an accurately repre¬ 
sentative sample of; 

(!) The batch; potency, sterility (un¬ 
less it is Intended solely for udder instil¬ 
lations of cattle), and moisture. 

(ii) The procaine penicillin used In 
making the batch; potency, toxicity, 
moisture. pH, crystallinity, penicillin K 
content (unless it is crystalline penicillin 
G). procaine penicillin G content if It Is 
procaine penicillin G. and, unless the 
batch of procaine penicillin in oil is in¬ 
tended solely for udder Instillations of 
cattle, sterility and pyrogens. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
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with his request, In the quantities here¬ 
inafter Indicated, accurately representa¬ 
tive samples of the following: 

(1) The batch; one package for each 
SCO packages In the batch, but in no case 
less than three packages nor more than 
12 packages, collected by taking single 
packages at such Intervals throughout 
the entire time of packaging the batch 
that the quantities packaged during the 
intervals arc approximately equal. 

(il) The procaine penicillin used in 
making the batch; 10 packages contain¬ 
ing approximately 300 milligrams each, 
packaged In accordance with the require¬ 
ments of { 148.44 <b). 

(Hi) In case of an initial request for 
certification, the peanut oil or sesame 
oil and each dispersing and hardening 
agent used in making the batch; one 
package of each containing, respectively, 
approximately 250 grams and 5 grams. 

(4) No mult referred to In subpara¬ 
graph <2> (11) of this paragraph, and no 
sample referred to in subparagraph (3) 

(II) of this paragraph. Is required if such 
result or sample has been previously sub¬ 
mitted. 

<e> Fees. The fees for the services 
rendered with respect to each batch of 
procaine penicillin in oil under the regu¬ 
lations in this part shall be: 

<1) $4 00 for each package submitted 
in accordance with paragraph (d) <3) 

(i) of this section. $4 00 for each pack¬ 
age in the samples submitted in accord¬ 
ance with paragraph <d) (3) (il) and 

(III) of this section; and 

(2) If the Commissioner considers that 
Investigations, other than examination 
of such packages, are necessary to deter¬ 
mine whether or not such batch complies 
with the requirements of f 146.3 for the 
issuance of a certificate, the cost of such 
investigations. 

The fee prescribed by subparagraph 
(1) of this paragraph shall accompany 
the request for certification unless such 
fee is covered by an advance deposit 
maintained in accordance with 8 146.8 
<d>. 

5 146 46 Crystalline penicillin lor 
inhalation therapy —(a) Standards of 
identity, strength , Quality, and purity. 
Crystalline penicillin for inhalation 
therapy is crystalline sodium penicillin, 
potassium penicillin, or procaine peni¬ 
cillin. with or without one or more suit¬ 
able and harmless diluents. Its moisture 
content Is not more than 1.5% if ft is 
crystalline sodium or potassium penicil¬ 
lin. and not more than 4 2 percent If it 
is procaine penicillin. The crystalline 
penicillin used conforms to the require¬ 
ments of § 146 24 (a) except subpara¬ 
graphs (2) and <4> of that paragraph. 
The procaine penicillin used conforms to 
the requirements of 5 146 44 (a), except 
subparagraphs <2) and <3) of that para¬ 
graph. Each diluent used. If its name 
Is recognized in the U. 8. P. or N. F., 
conforms to the standards prescribed 
therefor by such official compendium. 

<b) Packaging. The immediate con¬ 
tainer of crystalline penicillin for in. 
halation therapy shall be a tight con¬ 
tainer as defined by the U. 8. P.; its 
closure shall be one through which a 
hypodermic needle cannot be introduced; 
and the container shall be of such com¬ 


position as will not cause any change in 
the strength, quality, or purity of the 
contents beyond any limit therefor in 
applicable standards, except that minor 
changes so caused which are normal and 
unavoidable in good packaging, storage, 
and distribution practice shall be dis¬ 
regarded. Each such container shall 
contain not less than 50.000 units and 
each may be packaged in combination 
with a container of the solvent, distilled 
water U. 8. P.. physiological salt solution 
U. 8. P.. physiological salt solution with 
the preservative chlorobutanol. or a 
solution of propylene glycol in distilled 
water. 

<c> Labeling. Each package shall 
bear on Its label or labeling as herein¬ 
after indicated, the following; 

(1) On the outside wrapper or con¬ 
tainer and the immediate container: 

(1) The batch mark; 

(il) The number of units in the im¬ 
mediate container; 

illi> The statement "Expiration date 

_the blank being filled in. 

if crystalline sodium penicillin or potas¬ 
sium penicillin is used, without a diluent, 
with theaale which is 36 months: or if 
crystalline sodium penicillin or potas¬ 
sium penicillin Is used, with a diluent, or 
if procaine penicillin is used, with the 
date which is 18 months after the month 
during which the batch was certified; 
and 

(iv) If it Is packaged in combination 
with a container of a solvent, the state¬ 
ment "Warning—Not for Injection." 

(2) On the outside wrapper or con¬ 
tainer. 

(i> The statement "Caution: To be 
dispensed only by or on the prescription 

of a_," the blank being filled 

in with the word "physician" or "dentist" 
or both. as the case may be; and 

(il) A reference specifically Identify¬ 
ing a readily available medical publica¬ 
tion containing directions and precau¬ 
tions (including contraindications and 
possible sensitization) adequate for the 
use of such crystalline penicillin for in¬ 
halation therapy: or a reference to a 
brochure, or other printed matter con¬ 
taining such directions and precautions, 
and a statement that such brochure and 
printed matter will b^sent on request. 

(d) Request for certification ; samples. 
(1) In addition to complying with the 
requirements of 8146.2, a person who re¬ 
quests certification of a batch of crystal¬ 
line penicillin for inhalation therapy 
shall submit with his request a state¬ 
ment showing the batch mark, the num¬ 
ber of packages of each size in such 
batch, the batch mark and (unless pre¬ 
viously submitted) the date on which the 
latest assay of the penicillin used in mak¬ 
ing such batch was completed, the num¬ 
ber of units In each immediate container, 
the quantity of each diluent used in 
making the batch, the date on which the 
latest assay of the drug comprising such 
batch was completed, and a statement 
that each diluent used In making the 
batch conforms to the requirements pre¬ 
scribed therefor, if any, by this section. 

(2) Except as otherwise provided in 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the following. 


made by him on an accurately represen¬ 
tative sample of: 

(I) The batch: potency and moisture. 

(II) The penicillin used in making the 
batch; potency, toxicity, moisture, pH. 
penicillin K content (unless It is crystal¬ 
line penicillin G>. crystallinity if it Is 
crystalline penicillin, heat stability if it 
is crystalline sodium or potassium peni¬ 
cillin. the penicillin G content if It is 
crystalline sodium or potassium peni¬ 
cillin G. and the procaine penicillin G 
content if it is procaine penicillin G. 

(3) Except as otherwise provided by 
subparagraph <4> of this paragraph, such 
person shall submit in connection with 
his request, in the quantities hereinafter 
indicated, accurately representative 
samples of the following: 

(i> The batch; one Immediate con¬ 
tainer for each 5.000 immediate con¬ 
tainers in the batch, but in no case less 
than 20 Immediate containers or more 
than 100 immediate containers, collected 
by taking single immediate containers, 
before or after labeling, at such Intervals 
throughout the entire time of packaging 
the batch that the quantities packaged 
during the intervals are approximately 
equal. 

(il) The penicillin used In making the 
batch; 10 packages, each containing ap¬ 
proximately equal portions of not less 
than 60 mg. if it is not procaine penicillin, 
and not less than 300 mg. if it is procaine 
penicillin, packaged in accordance with 
the requirements of $ 146.24 <b> or 
814644 (b>. 

(iii) In case of an Initial request for 
certification, each diluent used In mak¬ 
ing the batch; one package of each con¬ 
taining approximately 5 gm. 

(4) No result referred to in subpara¬ 
graph (2) (li) of this paragraph, and 
no sample referred to in subparagraph 

(3) (ii) of this paragraph. <s required If 
such result or sample has been pre¬ 
viously submitted. 

(e) Fees. The fee for the services 
rendered with respect to each batch 
under the regulations in this part shall 
be: 

(1) $1.00 for each immediate con¬ 
tainer In the sample submitted in accord¬ 
ance with paragraph <d) (3> (I); $4.00 
for each package In the samples submit¬ 
ted in acordancg with paragraph (d> (3) 
(ii> and (iii) of This section: and 
\ <2) If the .Commissioner considers 
that investigations, other than examina¬ 
tion of such immediate containers, are 
necessary to determine whether or not 
such batch complies with the require¬ 
ments of 8 146.3 for the issuance of a 
certificate, the cost of such investiga¬ 
tions. 

The fee prescribed by subparagraph 
(1) of this paragraph shall accompany 
the request for certification unless such 
fee is covered by an advance deposit 
maintained in accordance with 8146 8 
(d) v 

8 146.47 Procaine penicillin for aque¬ 
ous infection —<a) Standards of identity, 
strength, quality, and purity . Procaine 
penicillin for aqueous injection is a dry 
mixture of procaine penicillin and one 
or more suitable and harmless suspend¬ 
ing or dispersing agents, with or without 
one or more suitable and harmless buffer 
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substances, or it is an aqueous suspension 
o! procaine penicillin and one or more 
suitable and harmless suspending or dis¬ 
persing agents, buffer substances, and 
preservatives, except that preservatives 
are not required if the immediate con¬ 
tainer is packaged to contain a single 
dose and is conspicuously so labeled* 

It is so purified that: 

(l> If it is an aqueous suspension of 
the drug, its potency is 300.000 units or 
600,000 units per milliliter, unless the 
immediate container is packaged to con¬ 
tain a single dose (and Is conspicuously 
so labeled) of 300,000 units in a voluipe 
of less than 1 ml. or 000.000 units in a 
volume of less than 2 mL; 

(2) It is sterile: 

(3) If it is the dry mixture of the 
drug, its moisture content is not more 
than 4.2%; 

(4) It is nonpyrogenic; 

(5) It is nontoxic; and 

(6) Its pH in saturated aqueous solu¬ 
tion is not less than 5.0 and not more 
than 7.5. 

The procaine penicillin used conforms 
to the requirements of $ 146.44 (a). 
Each other substance, if its name is rec¬ 
ognized in the U. S. P. or N. F.. conforms 
to the standards prescribed therefor by 
such official compendium. 

(b) Packaging . In all cases the im¬ 
mediate containers shall be tight con¬ 
tainers as defined by the U. S, P.. shall be 
sterile at the time of filling and dosing, 
shall be so sealed that the contents can¬ 
not be used without destroying such seal, 
and shall be of such composition as will 
not cause any change in the strength, 
quality, or purity of the contents beyond 
any limit therefor in applicable stand¬ 
ards, except that minor changes so 
caused which are normal and unavoid¬ 
able in good packaging, storage, and 
distribution practice shall be disregarded. 
In case it is packaged for dispensing, it 
shall be in immediate containers of col¬ 
orless. transparent glass.^ closed by a 
substance through which a hypodermic 
npedle may be introduced and w ithdraw n 
without removing the closure or destroy- * 
ing its effectiveness. If it is the dry mix¬ 
ture of tlie drug, each such container 
shall contain 300,000 units. 600.000 units, 
900.000 units. 14200.000 units, 1.5C0.000 
units, or 3.000.C00 units, and each may 
be packaged in combination with a con¬ 
tainer of a suitable aqueous diluent. If 
It is the aqueous suspension of the drug, 
each such container shall contain not 
less than 1 ml. tunless it is packaged to 
contain a single dcse) and not more than 
10 mL. and each shall btmiled with a vol¬ 
ume in excess of that designated, which 
excess shall be sufficient to permit the 
withdrawal and the administration of 
the volume indicated, whether adminis¬ 
tered in either single or multiple doses. 

<c> Labeling. Each package shall 
hear on its label or labeling as hereinafter 
indicated, the following: 

<1> On the outside wrapper or con¬ 
tainer and the immediate container: 

(1) The batch mark; 

Ul) The number of units in the im¬ 
mediate -container; 

(ill) The statement "Expiration date 

-the blank being filled in. if it 

is a dry mixture of the drug, with the 
date which is 18 months, or if it is the 


aqueous suspension of the drug, with the 
date which is 12 months after the month 
during which the batch was certified; 

(lv) The statement "For intramuscu¬ 
lar use only"; and 

(v) If the drug contains preservatives, 
the name and quantity of each preserva¬ 
tive used. 

(2) On the outside wTapper or con¬ 
tainer, if it is the aqueous suspension of 
the drug, the statement "Store below 
25* C. <77* F. > , M 

(3) On the circular or other labeling 
within or attached to the package, if it 
is packaged for dispensing, adequate di¬ 
rections for use and warnings as re¬ 
quired by section 502 (f) of the act. in¬ 
cluding: 

(1) Clinical indications; 

(ii) Dosage and administration, in¬ 
cluding method of preparing the drug 
for injection; 

<iii) If It Is the dry mixture of the 
drug, the conditions under which sus¬ 
pensions mace from such drug should be 
stored, and the statement "Sterile sus¬ 
pension may be kept at room temper¬ 
ature for 1 week, or in refrigerator for 3 
weeks, without significant loss of po¬ 
tency*'; 

(iv) Contraindications; and 

(v) Untow r ard effects that may accom¬ 
pany administration. Including sensitiza¬ 
tion. 

If two or more immediate containers 
are in such package, the number of such 
circulars or other labeling shall not be 
less than the number of such containers. 

<d) Requests for certification; sam¬ 
ples. (1) In addition to complying with 
the requirements of $146.2. a person who 
requests certification of a batch of pro¬ 
caine penicillin for aqueous Injection 
shall submit with his request a statement 
showing the batch mark, the number of 
packages of each size in such batch, the 
batch mark and tunless it was previously 
submitted) the date on which the latest 
assay of the procaine penicillin used in 
making such batch was completed, the 
number of units in each of such pack¬ 
ages. the quantity of each ingredient used 
In making the batch, the date on which 
the latest assay of the drug comprising 
such batch was completed, and a state¬ 
ment that each ingredient used in mak¬ 
ing the batch conforms to the require¬ 
ments prescribed therefor, if any. by this 
section. If such batch, or any part 
thereof, is to be packaged with a solvent, 
such request shall also be accompanied 
by a statement that such solvent con¬ 
forms to the requirements prescribed 
therefor by this section. 

(2) Except as otherwise provided by 
subparagraph (5> of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the following, 
made by him on an accurately represent¬ 
ative sample of: 

<i> The batch; potency, sterility, mois¬ 
ture, pyrogens, toxicity. pH. and 

<il) The procaine penicillin used in 
making the batch; potency, crystallinity, 
penicillin K content (unless it is pro¬ 
caine penicillin G), and the penicillin G 
content if it is procaine penicillin G. 

(3) Except as otherwise provided by 
subparagraph (5) of this paragraph, if 
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such batch is packaged for dispensing, 
such person shall submit in connection 
with his request, in the quantities here¬ 
inafter indicated, accurately representa¬ 
tive samples of the following: 

(1) The batch; one immediate con¬ 
tainer for each 5.060 immediate con¬ 
tainers In such batch, but in no case shall 
such sample consist of less than 10 and 
not more than 17 immediate containers, 
collected by taking single immediate 
containers at such intervals throughout 
the entire time of packaging the batch 
that the quantities packaged during the 
intervals are approximately equal; 

<il> The* procaine penicillin used in 
making the batch; 3 packages containing 
approximately equal portions of not less 
than 500 mg. each, packaged in accord¬ 
ance with the requirements of 5 146.44 
<b>; 

(ill) In case of an initial request for 
certification, each other ingredient used 
in making the batch; one package of 
each containing approximately 5 gm; 

(iv) In case of an initial request for 
the certification of a batch o* 7 procaine 
penicillin for aqueous injection which is 
to be packaged in combination with an 
aqueous diluent which is not recognized 
by the U. S. P., or when any change is 
made In the composition of such diluent, 
five packages of the diluent included in 
the combination. 

(4) If such batch is packed for re¬ 
packing. such person shall submit with 
hLs request a sample containing 10 ap¬ 
proximately equal portions of at least 
300 milligrams each taken from different 
parts of such batch; each such portion 
shall be packaged in a separate con¬ 
tainer and in accordance with the re¬ 
quirements of paragraph <b> of this 
section. 

(5) No result referred to in subpara¬ 
graph (2) Oil of this paragraph, and 
no sample referred to in subparagraph 
<3> Oi) of this paragraph, is required if 
such result or sample has been previously 
submitted. 

(e) Fees. The fee for the services 
rendered with respect to each batch 
under the regulations in this part shall 
be: 

(1) Four dollars for each Immediate 
container In the sample submitted In 
accordance with paragraph (d> (3) and 
(4> of this section; and 

(2) If the Commissioner considers 
that investigations, other than examina¬ 
tion of such immediate containers, are 
necessary to determine whether or not 
such batch complies with the require¬ 
ments of l 146.3 for the Issuance of a 
certificate, the cost of such investiga¬ 
tions. 

The fee prescribed by subparagraph 
(1) of this paragraph shall accompany 
the request for certification unless such 
fee is covered by an advance deposit 
maintained in accordance with § 143.8 
(d). 

4 146.48 Ephedrine penicillin (penicil¬ 
lin ephedrine salt), ephedrine penicillin 
G (penicillin G ephedrine sa/f)—(a) 
Standards of identity , strength , quality , 
and purity . Ephedrine penicillin is the 
crystalline ephedrine salt of a kind of 
penicillin, or a mixture of two or more 
such salts prepared from ephedrine 
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U. S. P. and penicillin, but the quantity of 
any salt of penicillin K therein is not 
more than 30 percent: ephedrine penicil¬ 
lin G is ephedrine penicillin which con¬ 
tains not less than 85 percent by weight 
of the ephedrine salt of penicillin G. 
Each such drug is so purified and dried 
that: 

(1) Its potency is not less than 1,000 
units per milligram; 

<2> It is sterile; 

(3) It is nontoxic: 

(4) It is nonpyrogenic; 

(5) Its moisture content is not more 

than 1.5 percent; • 

(G 1 Its pH in aqueous solution of 5,000 
to 10,000 units per milliliter is not less 
than 5 and not more than 7.5. 

(b> Packaging. In all cases the imme¬ 
diate containers shall be tight containers 
as defined by the U. S. P., shall be sterile 
at the time of filling and closing, shall be 
so sealed that the contents cannot be 
used without destroying the seal, and 
shall be of such composition as will not 
cause any change in the strength, qual¬ 
ity. or purity of the contents beyond any 
limit therefor in applicable standards, 
except that minor changes so caused 
which are normal and unavoidable in 
good packaging, storage, and distribu¬ 
tion practice shall be disregarded. 

(c) Labeling. Each package of ephed¬ 
rine penicillin shall bear on its outside 
wrapper or container and the immediate 
container as hereinafter indicated, the 
following: 

cl) The batch mark; 

(2) The weight of the drug and the 
number of units in the immediate con¬ 
tainer; 

(3) The statement "Expiration date 

_", the blank being filled 

in with the date which is 12 months af¬ 
ter the month during which the batch 
was certified: and 

(4) The statement "Por manufactur¬ 
ing use only/’ 

<d> Requests for certification, check 
tests and assays; samples . (1) In addi¬ 
tion to complying with the requirements 
of ft146.2, a person who requests certifi¬ 
cation of a batch of ephedrine penicillin 
shall submit with his request a statement 
showing the batch mark, the number of 
packages of each size in the batch, the 
weight of the drug and the number of 
units In each package, and (unless it was 
previously submitted) the date on which 
the latest assay of the drug comprising 
the batch was completed. Such request 
shall be accompanied or followed by the 
results of tests and assays made by him 
on the batch for potency, sterility, tox¬ 
icity, pyrogens, moisture. pH. crystallin¬ 
ity. penicillin K content (unless It is 
ephedrine penicillin G). and the penicil¬ 
lin G content if it is ephedrine peni¬ 
cillin G. 

(2) Such person shall submit with his 
request a sample containing 10 approxi¬ 
mately equal portions of at least 300 
milligrams each taken from different 
parts of such batch. Each such portion 
shall be packaged In a separate con¬ 
tainer and in accordance with the re¬ 
quirements of paragraph (b) of this sec¬ 
tion. 

<3> In connection with the contem¬ 
plated requests for certification of 
batches of another drug in the m&nufac- 


RULES AND REGULATIONS 

ture of which ephedrine penicillin is to 
be used, the manufacturer of a batch 
which Is to be so used may request the 
Commissioner to make check tests and 
assays on a sample of such batch taken 
as prescribed by subparagraph (2) of 
this paragraph. Prom the information 
required by subparagraph (1) of this 
paragraph may be omitted results of 
tests and assays not required for the 
batch when used in such other drug. 
The Commissioner shall report to each 
manufacturer results of such check testa 
and assays as are so requested. 

(e) Fees. The for the services 
rendered with respect to each batch 
under the regulations in this part shall 
be: 

(1) $4 00 for each immediate con¬ 
tainer in the sample submitted in ac¬ 
cordance with paragraph (d) (2) and 
(3) of this section: and 

(2) If the Commissioner considers 
that investigations other than the ex¬ 
amination of such immediate containers 
are necessary to determine whether or 
not such batch complies with the re¬ 
quirements of ft 146 3 for the issuance 
of a certificate, the cost of such investi¬ 
gations. 

The fee prescribed under subpara¬ 
graph (1) of this paragraph shall ac¬ 
company the request for certification 
unless such fee is covered by an advance 
deposit maintained in accordance with 
ft 146 8 (d>. 

ft 146 49 Ephedrine penicillin tablets — 
(a) Standards of identity, strength. 
Quality , and purity . Ephedrine penicil¬ 
lin tablets are tablets composed of ephed¬ 
rine penicillin and one or more buffer 
substances, with or without one or more 
suitable and harmless diluents, binders, 
and lubricants. The potency of each 
tablet Is not less than 30,000 units. Its 
moisture content is not more than 15 
percent When a tablet is dissolved as 
directed the potency of such solution is 
not less than 4.000 units per milliliter 
after it has been kept for cne day at a 
temperature of 15* C. (59" F>. Such so¬ 
lution is isotonic, and has a pH of 6.0, 
±03. The ephedrine penicillin used 
conforms to the requirements of ft 146.48 
(a) for ephedrine penicillin except sub- 
paragraphs <2> and (4) of ft 146 43 (a). 
Each buffer substance and preservative 
used. If their names are recognized in the 
U. S. P. or N. F.. conform to the standards 
prescribed therefor by such official 
compendium. 

(b) Packaging . Unless each tablet Is 
enclosed in foil or plastic film and such 
enclosure is a tight container as defined 
by the U. 8. P.. except the provision that 
it shall be capable of tight reclosure, the 
immediate container shall be a tight con¬ 
tainer as so defined. The immediate 
container may also contain a desiccant 
separated from the tablets by a plug of 
cotton or other like material. The com¬ 
position of the immediate container, or 
of the foil or film enclosure, shall be such 
as will not cause any change in the 
strength, quality, or purity of the con¬ 
tents beyond any limit therefor in ap¬ 
plicable standards, except that minor 
changes so caused which arc normal and 
unavoidable in good packaging, storage. 


and distribution practice shall be disre¬ 
garded. 

<c> Labeling. Each package of tablets 
ephedrine penicillin shall bear, on its 
label or labeling as hereinafter indicated, 
the following: 

(1) On the outside wrapper or contain¬ 
er and the immediate container: 

(i) The batch mark; 

tii) The number of units in each tablet 
of the batch: 

<Ui> The statement "Expiration date 

_ * the blank being filled in with 

the date which is 24 months after the 
month during which the batch was 
certified; 

(iv) A statement giving the method 
of dissolving the tablets, and a statement 
that distilled water U. S. P. should be 
used; * 

(v) The potency per milliliter after the 
tablet has been dissolved therein: 

(vi) The statement "Warning—Not for 
injection or oral use*'; and 

<vii) The conditions under which the 
solution should be stored including a ref¬ 
erence to its instability when stored un¬ 
der other conditions, and a statement 
"Prepare a fresh solution each 24 hours.** 

(2> On the outside wrapper or con¬ 
tainer. unless it Is intended solely for 
veterinary use and is conspicuously so 
labeled: 

(i) The statement "Caution: To be 
dispensed only by or on the prescription 

of a_."the blank being 

filled in with the word "physician" or 
'•dentist" or "veterinarian" or with any 
combination of two or all of these words, 
as the case may be; and 

CIO A refer ence specifically identifying 
a readily available medical publication 
containing directions and precautions 
(including contraindications and possible 
sensitization) adequate for the use of the 
tablets; or a reference to a brochure or 
o.her printed matter containing such di¬ 
rections and precautions, and a state¬ 
ment that such brochure and printed 
matter will be sent on request. 

<3) If intended solely for veterinary 
use, directions and precautions adequate 
for the use of such tablets, Including: 

(1) Clinical indications; 

(ii) Dosage and administration; 

(ill) CmtralhdJcations; and 

(iv) Untoward effects that may ac- 
c ***'pany administration. 

If two or more such immediate con¬ 
tainers are In such package, the number 
of circulars or other labeling shall not be 
less than the number of such containers. 

(d) Reguest for certification; samples. 
(1) In addition to complying to the re¬ 
quirements of 5 146.2, a person who re¬ 
quests certification of a batch of ephed¬ 
rine penicillin tablets shall submit with 
his request a statement showing the batch 
mark, the number of packages of each 
size in such batch, the batch mark and 
(unless it was previously submitted) the 
date on which the latest assay of the 
ephedrine penicillin used In making such 
batch was completed, the number of 
units in each tablet, the quantity of each 
ingredient used in making the bat^ch, the 
date on which the latest assay of the 
drug comprising the batch was com¬ 
pleted. and a statement that each in¬ 
gredient used In making the batch con- 
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forms to the requirements prescribed 
therefor. If any, by this section. 

(2) Except as otherwise provided In 
subparagraph <4> of this paragraph, such 
person shall submit In connection with 
his request results of the tests and 
says listed after each of the following, 
made by him on an accurately represent¬ 
ative sample of: 

(l)The batch; average potency per 
tablet and average moisture. 

(ii> The ephedrine penicillin used in 
making the batch; potency, toxicity, 
moisture. pH. penicillin K content (un¬ 
less it is ephedrine penicillin G), crystal¬ 
linity, and the penicillin G content if it is 
ephedrine penicillin O. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, such 
person shall submit in connection with 
his request, in the quantities hereinafter 
indicated, accurately representative 
samples of the following: 

(1) The batch; one tablet for each 
5.0(H) tablets in the batch, but in no case 
less than 20 tablets or more than 100 
tablets, collected by taking single tablets 
at such interval throughout the entire 
time of tableting that the quantities tab- 
letcd during the intervals are approxi¬ 
mately equal; 

(ii) The ephedrine penicillin used in 
making the batch; six packages, each 
containing approximately equal portions 
of not less than 300 milligrams, packaged 
in accordance with the requirements of 
9 146.48 (b); and 

(iii) In case of an initial request for 
certification, each buffer substance, dilu¬ 
ent, binder, and lubricant used in making 
the batch; one package of each, each 
containing approximately 5 grams. 

<4) No result referred to in subpara- 
irraph (2) (ii) of this paragraph, and 
no sample referred to in subparagraph 
(3> (ii) of this paragraph, is required if 
such result or sample has been previously 
submitted. 

(e) Fees. The fee for services ren¬ 
dered with respect to each batch of 
ephedrine penicillin tablets under the 
regulations in this part shall be: 

(1) $1.00 for each tablet in the sample 
submitted in accordance with paragraph 
(d) <3) (!) of this section, $4.00 for each 
package in the samples submitted in ac¬ 
cordance with paragraph (d) (3) (ii) 
and (iii) of this section; and 

<2) If the Commissioner considers 
that investigations, other than examina¬ 
tion of such tablets and packages, are 
necessary to determine whether or not 
such batch complies with the require¬ 
ments of 9 146.3 for the issuance of a cer¬ 
tificate, the cost of such investigations. 

The fee prescribed by subparagraph 
(1> of this paragraph shall accompany 
the request for certification unless such 
fee Is covered by an advance deposit 
maintained in accordance with 9 146.8 
(d). 

$ 146.50 Procaine penicillin and buf~ 
tered crystalline penicillin tor aqueous 
injection . Procaine penicillin and buf¬ 
fered crystalline penicillin for aqueous in¬ 
jection conforms to all requirements pre¬ 
scribed by 9 146.47 for the dry mixture 
of procaine penicillin for aqueous injec¬ 
tion. and is subject to all procedures pre¬ 
scribed by | 146.47 for the dry mixture of 


procaine penicillin for aqueous injection, 
except that: 

(a) Its potency is such that when the 
diluent is added as directed, each milli¬ 
liter shall contain not less than 300.000 
units of procaine penicillin and not less 
than 50,000 units of buffered crystalline 
penicillin. The buffered crystalline peni¬ 
cillin conforms to the requirements pre¬ 
scribed therefor by 9 146.37. 

(b> If it is packaged as a single dose 
and its immediate container has two 
compartments separated by a tight rub¬ 
ber seal, one compartment shall contain 
an aqueous suspension of procaine peni¬ 
cillin which conforms to all requirements 
and procedures prescribed by § 146 47 
and one compartment shall contain the 
dry buffered crystalline penicillin. 

(c) In lieu of the directions prescribed 
for procaine penicillin for aqueous Injec¬ 
tion by 5 146.47 tc) <1> <11 >. each pack¬ 
age shall bear on the outside wrapper or 
container and the immediate container 
the number of units of procaine penicillin 
and the number of units of buffered 
crystalline penicillin in the immediate 
container; the circular or other labeling 
within or attached to the package, if it 
Is packaged for dispensing, shall bear, in 
lieu of the statement prescribed by 
§ 146.47 (c) (3) (ill), the statement 
' Sterile suspension may be kept in re¬ 
frigerator for one week without sig¬ 
nificant loss of potency," unless it is 
packaged to conform with paragraph 
<b> of this section. 

<d> In addition to complying with the 
requirements of 9 146.47 (d), a person 
who requests certification of a batch of 
procaine penicillin and buffered crystal¬ 
line penicillin for aqueous injection shall 
submit with his request a statement 
showing the batch mark and (unless it 
wa* previously submitted) the results 
and the date of the latest tests and assays 
of the buffered crystalline penicillin used 
in making the batch for potency, crystal¬ 
linity, heat stability, penicillin K content 
(unless it is buffered crystalline penicillin 
G) and the penicUUn G content If it is 
buffered crystalline penicillin G, the 
number of units of procaine penicillin 
and the number of units of buffered 
crystalline penicillin in each immediate 
container of the batch. He shall also sub¬ 
mit In connection with his request a 
sample consisting of three packages con¬ 
taining approximately equal portions of 
not less than 250 mg. each of the buffered 
crystalline penicillin used in making the 
batch. If such batch is packaged for 
repacking, such person shall submit with 
his request a sample containing 10 ap¬ 
proximately equal portions of at least 
400 mg. each packaged in accordance 
with the requirements prescribed by 
9 146.47 (b>. 

<e) The fee for the services rendered 
with respect to each immediate con¬ 
tainer In the sample of buffered crystal¬ 
line penicUUn submitted in accordance 
with the requirements prescribed there¬ 
for by this section shall be $4.00. 

9 146.51 Buffered penicillin powder — 
(a) Standards of identity. strength t 
quality, and purity. Buffered penicillin 
powder is a mixture of crystalline pen¬ 
icillin or procaine penicUUn and suitable 
buffer substances, with or without two 


or more suitabl: sulfonamides, and with 
or without the addition of one or more 
suitable and harmless diluents, color¬ 
ings. and flavorings. Its moisture con¬ 
tent is not more than 1.0 percent, except 
if it contains procaine penicillin its 
moisture content is not more than 2.0 
percent. The crystalline penicillin used 
conforms to the requirements of 9 146.24 
(a) for crystalline penicUUn. except sub- 
paragraphs (2) and (4) of that para¬ 
graph. The procaine penicillin used 
conforms to the requirements of 9 146.44 
(a), except subparagraphs (2) and (3) 
of that paragraph. Each other sub¬ 
stance used, if its name is recognized in 
the U. S. P. or N. F.. conforms to the 
standards prescribed therefor by such 
official compendium. 

(b) Packaging. In all cases the im¬ 
mediate container of buffered penicUUn 
powder shall be a tight container as de¬ 
fined by the U. 8. P. The composition 
of the immediate container shall be such 
as will not cause any change In the 
strength, quality, or purity of the con¬ 
tents beyond any limits therefor in ap- 
pUcable standards, except that minor 
changes so caused which are normal and 
unavoidable in good packaging, storage, 
and distribution practice shaU be disre¬ 
garded. Each Immediate container 
shall contain not less than 600.000 units 
and each may be packaged In combina¬ 
tion with a container of a suitable and 
harmless aqueous vehicle, with or with¬ 
out tw r o or more suitable sulfonamides. 

(c) Labeling . Each package of buf¬ 
fered penicillin powder shall bear on its 
label or labeling as hereinafter indicated 
the following: 

(1) On the outside wrapper or con¬ 
tainer and the immediate container: 

(1) The batch mark; 

(U) The number of units in the imme¬ 
diate container; 

(ill) If the batch contains sulfona¬ 
mides, the name and quantity of each 
such sulfonamide used in making >he 
batch; 

(iv) If it is a packaged combination 
of one immediate container of buffered 
penicillin powder and one immediate 
container of a vehicle, a statement giv¬ 
ing the method of dissolving the peni¬ 
cillin; 

<v> The name of each buffer sub¬ 
stance used in making the batch; 

(vi) The statement "Expiration date 

-, H the blank being filled in 

with the date which is 18 months after 
the month during which the batch was 
certified; and 

(vll) The statement "Warning—Not 
for injection." 

(2) On the outside wrapper or 
container: 

(l) Unless it Is intended solely for 
veterinary use and is conspicuously so 
labeled, the statement "Caution: To be 
dispensed only by or on the prescrip¬ 
tion of a_the blank being filled 

in with the word "physician" or "den¬ 
tist" or "veterinarian" or any combina¬ 
tion of two or all of these words, as the 
case may be; 

(ii) Unless the drug is intended solely 
for veterinary use and is so labeled, 
a reference specifically identifying a 
readily available medical publication 
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containing directions and precautions 
(Including contraindications and possi¬ 
ble sensitization) adequate tor the use 
of such buffered penicillin powder; or a 
reference to a brochure or other printed 
matter containing such directions and 
precautions, and a statement that such 
brochure or printed matter will be sent 
on request. 

(3» On the label and labeling, if sul¬ 
fonamides are present, after the name 
•‘Buffered penicillin powder.* 4 wherever 
it appears, the words ••with sulfona¬ 
mides.*' in juxtaposition with such name. 

<4> On the circular or other labeling 
within or attached to the package, if the 
drug is intended solely for veterinary use, 
directions and precautions adequate for 
the use of such buffered penicillin pow¬ 
der, including; 

<i) Clinical indications; 

(11 > Dosage and administration; 

(ill) Contraindications; and 

(Iv) Untoward effects that may ac¬ 
company administration, including those 
for any buffer substance present. 

If two or more such Immediate con¬ 
tainers are In such package the number 
of such circulars or other labeling shall 
not. be less than the number of such 
containers. 

(d) Request for certification; samples. 
(1> In addition to complying with the 
requirements of 9 146.2. a person who 
requests certification of a batch of buf¬ 
fered penicillin powder shall submit with 
hts request a statement showring the 
batch mark, the number of packages of 
each size In such batch, the batch mark 
and (unless it was previously submit¬ 
ted i the date on which the latest assay 
of the penicillin used in making such 
batch was completed, the number of 
units In each immediate container, the 
quantity of each Ingredient used In mak¬ 
ing the batch, the date on which the 
latest assay of the drug comprising such 
batch was completed, and a statement 
that each Ingredient used In making the 
batch conforms to the requirements pre¬ 
scribed therefor, if any, by this section. 

(2) Except as otherwise provided In 
subparagraph (4) of this paragraph, such 
person shall submit In connection with 
his request results of the tests and assays 
listed after each of the following, made 
by him on an accurately representative 
sample of: 

(1) The batch; potency and moisture. 

(ill The penicillin used In making the 
batch; potency, toxicity, moisture, pH. 
penicillin K content (unless It Is crystal¬ 
line penicillin O). crystallinity, heat sta¬ 
bility If It is crystalline sodium or potas¬ 
sium penicillin, the penicillin O content 
if It Is crystalline sodium or potassium 
penicillin O. and the procaine penicillin 
G content If it is procaine penicillin O. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit In connection 
with his request. In the quantities here¬ 
inafter indicated, accurately represent¬ 
ative samples of the following: 

(1) The batch; one Immediate con¬ 
tainer for each 5.000 immediate contain¬ 
ers in the batch, but in no case less than 
20 Immediate containers or more than 
100 immediate containers, collected by 
taking single Immediate containers at 
such intervals throughout the entire 
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time of packaging the batch that the 
quantities packaged during the Intervals 
arc approximately equal. 

(il) The penicillin used in making the 
batch; 10 packages, each containing ap¬ 
proximately equal portions of not less 
than 60 mg. if it is not procaine peni¬ 
cillin. and not less than 500 mg. If it is 
procaine penicillin, packaged in accord¬ 
ance with the requirements of 4 146.24 
(b) or 9 146.44 (b). 

(ill) In case of an Initial request for 
certification, each buffer substance, dilu¬ 
ent, coloring, or flavoring used In making 
the batch; one package of each contain¬ 
ing approximately 5 gm. 

(iv) In case of an initial request ior 
the certification of a batch of buffered 
penicillin powder which Is to be pack¬ 
aged in combination with an aqueous 
vehicle, or when any change is made in 
the composition of such aqueous vehicle. 
5 packages of the vehicle Included in the 
combination. 

(4) No result referred to in subpara¬ 
graph (2) <ii) of this paragraph, and no 
sample referred to In subparagraph (3) 
(U> of this paragraph, is required If such 
result or sample has been previously sub¬ 
mitted. 

<c> Fees. The fee for the services 
rendered with respect to each batch of 
buffered penicillin powder under the 
regulations in this part shall be: 

(1) $1.00 for each immediate contain¬ 
er In the sample submitted in accordance 
with paragraph (d) (3) (1) of this sec¬ 
tion; $4 00 for each package in the sam¬ 
ples submitted In accordance with para¬ 
graph (d) (3) (U). (ill), and (lv) of this 
section; and 

(2) If the Commissioner considers 
that investigations, other than examina¬ 
tion of such immediate containers, are 
necessary to determine whether or not 
such batch complies with the require¬ 
ments of 9 146.3 for the Issuance of a cer¬ 
tificate. the cost of such investigations. 

The fee prescribed by subparagraph 
<1 > of this paragraph shall accompany 
the request for certification unless such 
fee Is covered by an advance deposit 
maintained in accordance with 9 146.8 
(d>. 

4 146.52 Procaine penicillin and crys¬ 
talline penicilin in oil . (a) Procaine 

penicillin and crystalline penicillin In oil 
conforms to all requirements prescribed 
by 4 146.45 for procaine penicillin In oil, 
and Is subject to all procedures pre¬ 
scribed by 9 146.45 for procaine penicillin 
in oil. except that: 

(1) It contains not less than 50,000 
units of crystalline penicillin for each 
300.000 units of procaine penicillin, ex¬ 
cept if It is packaged and labeled solely 
for veterinary use. it contains not less 
than 3,000 units of crystalline penicillin 
for each 10.000 units of procaine penicil¬ 
lin. The crystalline penicillin used con¬ 
forms to the requirements prescribed 
therefor by g 146.24 (a), except If the 
batch of procaine penicillin and crystal¬ 
line penicillin in oil is Intended solely 
for udder instillations of cattle, the 
crystalline penicillin used is exempt 
from the requirements of subparagraphs 
(2> and (4) of that section. 

(2) In lieu of the directions prescribed 
for procaine penicillin in oil by 9146.45 


(c) (1) (ID, each package shall bear on 
the outside wrapper or container and the 
immediate container the number of units 
of procaine penicillin and the number of 
units of crystalline penicillin in each 
mHlllltcr of the batch. 

(3) In addition to complying with 
the requirements of 9 146.45 (d>, a per¬ 
son who requests certification of a batch, 
of procaine penicillin and crystalline 
penicillin in oil shall submit with his 
request a statement showing the batch 
mark and (unless it was previously sub¬ 
mitted) the results and the date of the 
latest tests and assays of the crystalline 
penicillin G used in making the batch 
for potency, toxicity, moisture. pH. pen¬ 
icillin K content (unless it Is crystalline 
penicillin G), crystallinity, heat stabil¬ 
ity. the penicillin G content If it Is crys¬ 
talline penicillin G. and. unless the batch 
of procaine penicillin and crystalline 
penicillin In oil Is intended solely for ud¬ 
der instillations of cattle, sterility and 
pyrogens; the number of units of pro¬ 
caine penicillin and the number of units 
of crystalline penicillin in each milliliter 
of the batch. He shall also submit In 
connection with his request a sample 
consisting of not less than four packages 
of the batch of procaine penicillin and 
crystalline penicillin In oil. and a sample 
consisting of 10 packages containing 
approximately equal portions of not less 
than 60 mg. each of the crystalline peni¬ 
cillin used in making such batch. 

(b) The fee for the services rendered 
with respect to each immediate con¬ 
tainer in the sample of crystalline peni¬ 
cillin submitted In accordance with the 
requirements prescribed therefor by this 
section shall be $4.00. 

♦ 

9 146.53 Penicillin for diagnostic use; 
streptomycin for diagnostic use: dihy- 
drostrcptomycin for diagnostic use; 
aureomycin for diagnostic use; chloram¬ 
phenicol for diagnostic use; bacitracin 
for diagnostic use . Tablets, discs, or 
other such forms of penicillin, strepto¬ 
mycin. dihydrostreptomycin, aureomy¬ 
cin, chloramphenicol, or bacitracin 
intended for use solely In laboratory 
procedures in connection with the diag¬ 
nosis or treatment of disease, and con¬ 
spicuously so labeled, shall be exempt 
from the requirements of section 502 (1) 
and 507 of the act, if the potency of each 
such tablet, disc, or other such form is 
not more than 50 units in the case of 
pencillin, or more than 20 units in the 
case of bacitracin, or more than 60 mi- 
-crograms In the case of aureomycin or 
chloramphenicol, or more than 100 ml- 
crograms In the case of streptomycin or 
dlhydrostreptomycln. 

9 146.54 Penicillin-streptomycin oint¬ 
ment (penicillin-streptomycin mineral 
oil suspension >, penicillin-dihydrostrep- 
tomycin ointment (penicillin-dihydro- 
streptomycin mineral oil suspension.) 
<a> Penicillin-streptomycin ointment 
and pcnlcillln-dlhydrostreptomycin oint¬ 
ment conform to all requirements 
prescribed by 1 146.26 for penicillin 
ointment, except paragraph (c) (2) (1> 
of that section, and are subject to all 
procedures prescribed by 5 146.36 for 
penicillin ointment, except that: 

(1) It contains not less than 2,000 units 
of penicillin per gram. 
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(2) It contains not less than 10 mg. 
of streptomycin or dihydrostreptomycin 
per £ram, unless it is intended solely for 
veterinary use and is conspicuously so 
labeled. The streptomycin used con¬ 
forms to the standards prescribed by 
5146.101 <a). except subparagraphs (2), 
M), and (5) of that paragraph. The dl- 
hy drostreptomycin used conforms to tho 
standards prescribed by $ 146.103. except 
the standards for sterility, pyrogens, and 
hli famine. 

<3> If it is Intended solely for veter¬ 
inary use and is conspicuously so labeled* 
It may contain one or more of the sul¬ 
fonamides. 

<b> In lieu of the directions prescribed 
for penicillin ointment by $ 146.26 (c) 
<1> <U), each package shall bear on tho 
outside wrapper or container and the 
immediate container the number of units 
of penicillin per gram and the number 
of milligrams of streptomycin or dihy¬ 
drostreptomycin per gram, and if it con¬ 
tains one or more of the sulfonamides, 
the quantity of each. 

<c) In addition to complying with tho 
requirements of § 146.26 <d). a person 
who requests certification of a batch 
shall submit with his request a statement 
showing the batch mark and (unless it 
was previously submitted) the results 
and date of the latest tests and assays of 
the streptomycin or dihydrostreptomycin 
used in making the batch for potency, 
toxicity, moisture. pH. streptomycin con¬ 
tent if it is dihydrostreptomycin. and 
crystallinity if it is crystalline dihydro¬ 
streptomycin sulfate. He shall also sub¬ 
mit in connection with his request a 
sample consisting of not less than six 
packages of such ointment and (unless It 
was previously submitted) a sample con¬ 
sisting of five packages containing ap¬ 
proximately equal portions of not less 
than 0.5 gm. qach of the streptomycin or 
(lihydrostreptomyctn used In making the 
batch, packaged in accordance with the 
requirements of § 146.101 <b). 

<d) The fee for the services rendered 
with respect to each immediate con¬ 
tainer in the sample of*streptomycin or 
dihydrostreptomycin submitted in ac¬ 
cordance with the requirements pre¬ 
scribed therefor by this section shall be 
V00. 

6 146.55 Penicillin-streptomycin bou - 
tries, penicillin-dihydrostreptomycin bou - 
des. (a) Penicillin-streptomycin bou¬ 
gies and penicillin-dihydrostreptomycin 
bougies conform to all requirements pre¬ 
scribed by § 146.40 for penicillin bougies 
and are subject to all procedures pre¬ 
scribed by § 146.40 for penicillin bougies, 
except that: 

(1) Each bougie contains not less than 
25 mg. of streptomycin or dihydrostrep¬ 
tomycin. 

(2) In lieu of the directions prescribed 
for penicillin bougies by § 146.40 (c) (1) 
dl>. each package shall bear on the out¬ 
side wrapper or container and the im¬ 
mediate container the number of units 
of penicillin and the number of milli¬ 
grams of streptomycin or dihydrostrep¬ 
tomycin in each bougie. 

<3) In addition to complying with tho 
requirements of § 146.40 (d>, a person 
who requests certification of a batch of 
penicillin-streptomycin bougies or peni- 
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cilUn-dihydrostreptomycin bougies shall 
submit with his request a statement 
showing the batch mark and (unless it 
was previously submitted) the results 
and the date of the latest tests and as¬ 
says of the streptomycin or dihydro¬ 
streptomycin used In making the batch 
for potency, toxicity, moisture. pH. and 
Its streptomycin content if it is dihydro¬ 
streptomycin; the number of units of 
penicillin and the number of milligrams 
of streptomycin or dihydrostreptomycin 
In each bougie of the batch. He shall 
also submit in connection with his re¬ 
quest a sample consisting of not less than 
thirty bougies and (unless it w T as previ¬ 
ously submitted) a sample consisting of 
five packages containing approximately 
equal portions of not less than 0.5 gm. 
each of the streptomycin or dihydro¬ 
streptomycin used in making the batch, 
packaged in accordance with the require¬ 
ments of § 146.101 (b). 

(b) The fee for the services rendered 
with respect to each immediate container 
in the sample of streptomycin or di¬ 
hydrostreptomycin submitted in accord¬ 
ance with the requirements prescribed by 
this section shall be $4.00. 

§ 146.56 Penicillin-bacitracin ofnf- 
ment, (a) Penicillin-bacitracin oint¬ 
ment conforms to ail requirements pre¬ 
scribed by § 146.26 for penicillin ointment 
and is subject to all procedures pre¬ 
scribed by § 146.26 for penicillin oint¬ 
ment. except that: 

(1) It contains not less than 2,000 units 
of penicillin per gram; 

(2) It contains not less than 500 units 
of bacitracin per gram; 

(3) In lieu of the directions prescribed 
for penicillin ointment by § 146.26 (c) 
(1) (ii) each package shall bear on the 
outside wrapper or container and the im¬ 
mediate container the number of units 
of penicillin per gram and the number 
of units of bacitracin per gram; 

(4) In addition to complying with the 
requirements of § 146.26 (d> a person who 
requests certification of a batch of peni¬ 
cillin-bacitracin ointment shall submit 
with his request a statement showing the 
batch mark and (unless it was previ¬ 
ously submitted) the results and date 
of the latest tests and assays of the baci¬ 
tracin used in making the batch for po¬ 
tency. toxicity, moisture, and pH. He 
shall also submit in connection with his 
request a sample consisting of not less 
than six packages of penicillin-bacitracin 
ointment and (unless it was previously 
submitted) a sample consisting of six 
packages containing approximately equal 
portions of not less than 0.5 gm. each of 
the bacitracin used in making the bateh, 
packaged In accordance with the re¬ 
quirements of § 146.401 (b). 

(b) The fee for the services rendered 
with respect to each Immediate container 
In the sample of bacitracin submitted in 
accordance with the requirements pre¬ 
scribed therefor by this section shall be 
$4.00. 

§ 146.57 Procaine peniciUin and strep¬ 
tomycin in oil , procaine penicillin and 
dihydrostreptomycin in oil (a) Pro¬ 
caine penicillin and streptomycin In oil 
and procaine peniciUin and dihydro¬ 
streptomycin in oil conform to ail re¬ 
quirements prescribed by § 146.45 for 
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procaine penicillin in oil for udder in¬ 
stillations of cattle and are subject to 
aU procedures prescribed by § 146 45 for 
procaine peniciUin in oil for udder In¬ 
stillations of cattle, except that: 

(1) It contains not less than 6.7 mg. 
of streptomycin or dihydrostreptomycin 
per milUliter. The streptomycin used 
conforms to the standards prescribed by 
§ 146.101 (a>, except subparagraphs (2). 
(4). and (5) of that paragraph. The 
dihydrostreptomycin used conforms to 
the standards prescribed by § 146.103, 
except the standards for sterility, pyro¬ 
gens, and histamine. 

(2) In Ueu of the directions prescribed 
for procaine peniciUin in oil by § 146.45 
(c) (1) (ii) and (iv) each package shall 
bear on the outside wrapper or container 
and on the immediate container the 
number of units of penicillin and the 
number of milligrams of streptomycin or 
dihydrostreptomycin in each milliliter 
of the batch and the statements “For 
udder instillations of cattle only,*’ and 
if it Is a multiple-dose container, “Shake 
well." 

(3) In addition to complying with the 
requirements of § 146.45 (d), a person 
who requests certification of a batch of 
procaine penicillin and streptomycin in 
oil or procaine penicillin and dihydro¬ 
streptomycin in oil shaU submit with his 
request a statement showing the batch 
mark and (unless it was previously sub¬ 
mitted) the results and the date of the 
latest tests and assays of the strepto¬ 
mycin or dihydrostreptomycin used in 
making the batch for potency. toxlc%. 
moisture. pH. streptomycin content if it 
Is dihydrostreptomycin, and crystallinity 
If it Is crystalline dihydrostreptomycin; 
the number of units of peniciUin and the 
number of milligrams of streptomycin or 
dihydrostreptomycin in each milllUtcr of 
the batch. He shall also submit in con¬ 
nection with his request a sample con¬ 
sisting of not less than four immediate 
containers of the batch and (unless it 
was previously submitted) a sample con¬ 
sisting of five packages containing ap¬ 
proximately equal portions of not less 
than 0.5 gm. each of the streptomycin or 
dihydrostreptomycin used in making the 
batch, packaged in accordance with the 
requirements of § 146.101 (b). 

(b) The fee for the services rendered 
with respect to each Immediate con¬ 
tainer in the sample of streptomycin or 
dihydrostreptomycin submitted in ac¬ 
cordance with the requirements pre¬ 
scribed by this section shaU be $4.00. 

§ 146.58 Penicillin and streptomycin, 
penicillin and dihydrostreptomycin —(a) 
Standards of identity, strength, quality , 
and purity. PcnicUlln and streptomycin 
Is procaine peniciUin or crystalline so¬ 
dium peniciUin or potassium peniciUin 
or a mixture of procaine peniciUin and 
crystaUine sodium penicilltn or potas¬ 
sium penicllUn and streptomycin sulfate. 
Penicillin and dihydrostreptomycin is 
procaine penicdlin or crystaUine sodium 
peniciUin or potassium penicillin or a 
mixture of procaine penicUlin and crys¬ 
taUine sodium peniciUin or potassium 
penicUlin and dihydrostreptomycin sul¬ 
fate. Each such drug may contain suit¬ 
able and harmless buffer substances. 
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suspending or dispersing agents. It is 
so purified and dned that: 

(1) It Is sterile; 

<2> It is nontoxic; 

<3> It is nonpyrogcnic; 

(4) Its moisture content Is not more 
than 3.5 percent; and 

<5) When prepared for Injection ns 
directed in its labeling its pH is not less 
than 5.0 and not more than 7.5. 

The procaine penicillin used conforms 
to the requirements prescribed by 
1 146.44 <a>. The crystalline penicillin 
used conforms to the requirements pre¬ 
scribed for crystalline penicillin by 
$ 146.24 (a). The streptomycin sulfate 
used conforms to the requirements pre¬ 
scribed by 1146.101 (a). The dihydro¬ 
streptomycin sulfate used conforms to 
the requirements prescribed by 1146.106 
(a>. Each other substance used, if its 
name is recognized in the U. 8. P. or 

N. F.. conforms to the standards pre¬ 
scribed therefor by such official com¬ 
pendium. 

<b> Packaging. In all cases, the im¬ 
mediate containers shall be tight con¬ 
tainers as defined by the U. 8. P.. shall 
be sterile at the time of filling and clos¬ 
ing. shall be so sealed that the contents 
cannot be used without destroying such 
seal, and shall be of such composition 
as will not cause any change in the 
strength, quality, or purity of the con¬ 
tents beyond any limit therefor in ap¬ 
plicable standards, except that minor 
changes so caused which are normal and 
unavoidable in good packaging, storage, 
and distribution practice shall be disre¬ 
garded, In case It is packaged for dis¬ 
pensing. It shall be in immediate con¬ 
tainers of colorless, transparent glass, 
closed by a substance through which a 
hypodermic needle may be introduced 
and withdrawn without removing the 
closure or destroying its effectiveness; 
each such container shall contain 300.000 
units. 600.000 units. 900.000 units. 1,500,- 
000 units or 3.000.000 units of procaine 
penicillin or crystalline sodium penicillin 
or potassium penicillin and not less than 

O. 5 gm. of streptomycin on-dihydrostrep- 
tomycin for each 300.000 units of peni¬ 
cillin, except if it Is a mixture of two 
salts of penicillin it shall contain not 
less than 100,000 units of crystalline 
sodium penicillin or potassium penicillin 
for each 300,000 units of procaine peni¬ 
cillin. Each such container may be 
packaged in combination with a con¬ 
tainer of a solvent, water for injection 
U. S. P.. dextrose injection U. S. P.. or 
physiological salt solution U. S. P. 

(c) Labeling. Each package shall 
bear on its label or labeling as herein¬ 
after Indicated the following: 

(1) On the outside wrapper or con¬ 
tainer: 

(i) The batch mark; 

<ii> The number of units of each salt 
of penicillin in the immediate container; 

(ill) The number of grams of strep¬ 
tomycin or dihydr ©streptomycin In the 
immediate container: 

(iv) The statement “Expiration date 

_, M the blank being filled In with the 

date which is 18 months after the month 
in which batch was certified: 

<v) The statement “For intramuscular 
use only"; and 
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(vi) The statement “For manufactur¬ 
ing use,” “For repacking," or “For manu¬ 
facturing use or repacking." when pack¬ 
aged for repacking or for use as an ingre¬ 
dient in the manufacture of another 
drag, as the case may be. 

(2) On the circular or other labeling 
within or attached to the package. If it 
is packaged for dispensing, adequate di¬ 
rections for use and warning as required 
by section 502 <f) of the act. including: 

(1) Clinical indications; 

(ii) Dosage and administration In¬ 
cluding method of preparing the drug for 
injection; 

Oil) The conditions under which sus¬ 
pensions made from such drug should be 
stored, and the statement “Sterile sus¬ 
pension may be kept in refrigerator for 
one week without significant loss of po¬ 
tency"; 

<iv> Contraindications; and 

(v) Untoward effects that may accom¬ 
pany administration, including sensiti¬ 
zation. 

If two or more Immediate containers are 
in such package, the number of such 
circulars or other labeling shall not be 
less than the number of such containers. 

(d) Request for certification; samples. 
(1) In addition to complying with the 
requirements of $ 146.2, a person who 
requests certification of a batch of peni¬ 
cillin and streptomycin or penicillin and 
dihydrostreptomycin shall submit with 
his request a statement showing the 
batch mark, the number of packages of 
each size in such batch, the number of 
units of each salt of penicillin, and the 
number of grams of streptomycin or 
dihydrostreptomycin In each package, 
the batch marks, and (unless they were 
previously submitted) the dates on which 
the latest assays of the penicillin and 
streptomycin or dlhydrostreptomycin 
used In making such batch were com¬ 
pleted, the date on which the latest assay 
of the drug comprising such batch was 
completed, the quantity of each ingredi¬ 
ent used In making the batch and a 
statement that each such ingredient 
conforms to the requirements prescribed 
therefor by this section. If such batch, 
or any part thereof, is to be packaged 
with a solvent, such request shall also 
be accompanied by a statement that 
such solvent conforms to the require¬ 
ments prescribed therefor by this section. 

(2) Except as otherwise provided by 
subparagraph (5) of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the following, 
made by him on an accurately repre¬ 
sentative sample of: 

(i. The batch: potency, sterility, 
toxicity, pyrogens, moisture, pH. 

(11) The procaine penicillin used in 
making the batch; potency, crystallinity, 
penicillin K content (unless it is pro¬ 
caine penicillin G). and the penicillin O 
content if It is procaine penicillin G. 

(ill) The crystalline sodium or potas¬ 
sium penicillin used in making the 
batch: potency, crystallinity, heat sta¬ 
bility, penicillin K content (unless it is 
crystalline penicillin G). and the peni¬ 
cillin G content if it is crystalline peni¬ 
cillin O. 


(iv) The streptomycin or dlhydro¬ 
streptomycin used in making the batch ; 
potency, histamine content, streptomy¬ 
cin content if it is dihydrostreptomycln, 
and crystallinity If it is crystalline dlhy¬ 
drostreptomycin. 

(3) *!xccpt as otherwise provided by 
subparagraph (5) of this paragraph, if 
such batch is packaged for dispensing 
such person shall submit in connection 
with his request in the quantities here¬ 
inafter indicated accurately representa¬ 
tive samples of the following: 

(i) The batch: one immediate con¬ 
tainer for each 5,000 immediate con¬ 
tainers In such batch, but In no case less 
than 12 or more than 19 immediate 
containers collected by taking single 
immediate containers at such intervals 
throughout the entire time of packaging 
the batch that the quantities packag'd 
during the Intervals are approximately 
equal. 

(ii> The procaine penicillin used in 
making the batch; 3 packages contain¬ 
ing approximately equal portions of not 
less than 0.5 gm. each packaged in ac¬ 
cordance with the requirements of 
S 146.44 <b). 

(iii) The crystalline penicillin used in 
making the batch. 3 packages contain¬ 
ing approximately equal portions of not 
less than 250 mg. each packaged in ac¬ 
cordance with the requirements cf 
$ 148 24 (b). 

(iv) The streptomycin or dlhydro¬ 
streptomycin used In making the batch; 
3 packages containing approximately 
equal portions of not less than 0.6 gm. 
each packaged in accordance with the 
requirement of 5146.101 (b). 

(v) In case of an initial request for 
certification, each other ingredient used 
in making the batch; one package of 
each containing approximately 5 gm. 

(4) If such batch is packaged for re¬ 
packing. such person shall submit with 
his request a sample containing twelve 
approximately equal portions of at least 
2 gm. each taken from different parts of 
such batch, eaclwuch portion shall be 
packaged in a separate container and 
in accordance with the requirements of 
paragraph (b) of this section. 

(5> No result referred to in subpara¬ 
graph (2) (il). (ill), and (iv) of this 
paragraph, and no sample referred to 
In subparagraph (3) (11), (iii), and (iv) 
of this paragraph. Is required if such 
result or sample has been previously sub¬ 
mitted. 

(e) Fees. The fee for the services 
rendered with respect to each batch un¬ 
der the regulations in this part shall be: 

(1) $4.00 for each immediate con¬ 
tainer In the sample submitted in ac¬ 
cordance with paragraph <d) (3) and 
(4) of this section; and 

(2) If the Commissioner considers 
that Investigations other than examina¬ 
tion of such immediate containers are 
necessary to determine whether or not 
such batch complies with the require¬ 
ments of fi 146.3 for the Issuance of a 
certificate, the cost of such investiga¬ 
tions. 

The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fee 
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Is covered by on advance deposit main¬ 
tained in accordance with $ 146.8 (d). 

5 148.59 Penicillin tooth powder (tooth 
powder with penicillin)—(a) Standards 
o/ identity . strength , quality , and purity. 
Penicillin tooth powder is a mixture of 
crystalline penicillin and one or more 
suitable cleansing and polishing sub¬ 
stances. with or without suitable and 
harmless diluents, colorings, and flavor¬ 
ings. Its potency is 5D0 units per gram. 
Its moisture content is not more than 
2.0%. The crystalline penicillin used 
conforms to the requirements of S146.24 
(a) for crystalline penicillin, except the 
limitation on penicillin K content and 
except subparagraphs (2) and (4) of 
that paragraph. Each other substance 
ti 5 cd. if its name is recognized in the 
U. 8. P. or N. F.. conforms to the stand¬ 
ards prescribed therefor by such official 
compendium. 

<b> Packaging. In all cases the im¬ 
mediate container shall be a tight con¬ 
tainer as defined by the U. S. P. and 
shall be of such composition os will not 
cause any change in the strength, qual¬ 
ity. or purity of the contents beyond any 
limit therefor in applicable standards, 
except that minor changes so caused 
which are normal and unavoidable in 
good packaging, storage, and distribu¬ 
tion practice shall be disregarded. 
Each such container shall contain not 
more than 3 ounces. 

<c> Labeling. Each package of peni¬ 
cillin tooth powder shall bear on its 
label or labeling as hereinafter indicated, 
the following: 

(1) On the outside wrapper or con¬ 
tainer and the immediate container: 

(l> The batch mark; 

(111 The number of units per gram of 
the batch: and 

(Hi) The statement “Expiration date 

—1_the blank being filled in with 

the date which is 12 months after the 
month during which the batch was 

certified* 

(2> On the outside wrapper or 

container: 

<i> The statement “Caution: To be 
dispensed only by or on the prescription 

of a_the blank being 

filled in with the word “physician** or 
‘ dentist*’ or both, as the case may be; 
and 

<ll> A reference specifically identifying 
a readily available medical publication 
containing directions and precautions 
including contraindications and possi¬ 
ble sensitization) adequate for the use of 
such penicillin tooth powder: or a refer¬ 
ence to a brochure or other printed 
matter containing such directions and 
precautions, and a statement that such 
brochure and printed matter will be sent 
to physicians and dentists on request, 

id > Request lor certification; samples. 
(1) In^addition to complying with the 
requirements of 5 146.2. a person who 
requests certification of a batch of peni¬ 
cillin tooth powder shall submit with his 
request a statement showing the batch 
mark, the number of packages of each 
size in such batch, the batch mark and 
‘ unless it was previously submitted) the 
date on which the latest assay of the 
Penicillin used in making such batch was 
completed, the quantity of each ingre¬ 


dient used in making the batch, the date 
on which the latest assay of the drug 
comprising such batch was completed, 
and a statement that each ingredient 
used in making the batch conforms to 
the requirements prescribed therefor by 
this section. 

<2) Except as otherwise provided In 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request results of tests end as¬ 
says listed after each of the following, 
made by him on an accurately represent¬ 
ative sample of. 

li) The batch: potency and moisture. 

<li) The penicillin used in making the 
batch; potency, toxicity, moisture. pH, 
crystallinity, heat stability, and the pen¬ 
icillin G content if it is crystalline sodium 
or potassium penicillin G. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit with his re¬ 
quest. in the quantities hereinafter indi¬ 
cated. accurately representative samples 
of the following: 

(i) The batch: one immediate con¬ 
tainer for each 5,000 immediate con¬ 
tainers in the batch, but in no case less 
than 5 immediate containers or more 
than 12 immediate containers, collected 
by taking single immediate containers 
at such intervals throughout the entire 
time of packaging the batch that the 
quantities packaged during the Intervals 
are approximately equal. 

<il) The penicillin used in making the 
batch: 10 packages, each containing ap¬ 
proximately equal portions of not less 
than 60 mg., packaged in accordance 
with the requirements of § 146.24 <b). 

(ill) In case of an Initial request for 
certification, each other substance used 
in making the batch; one package of 
each containing approximately 5 gm. 

<4> No result referred to in subpara¬ 
graph <2) (ill of this paragraph, and 
no sample referred to in subparagraph 
(3) <ll) of this paragraph, is required if 
such result or sample has been previously 
submitted. 

(e> Fees The fee for the services 
rendered with respect to each batch of 
penicillin tooth powder under the regu¬ 
lations in this part shall be: 

(1) $4.00 for each immediate con¬ 
tainer in the sample submitted in ac¬ 
cordance with paragraph <d> <3> (i), 
(11). and (ill) of this section; and 

(2) If the Commissioner considers 
that investigations, other than exami¬ 
nation of such Immediate containers, 
are necessary to determine whether or 
not such batch compiles with the re¬ 
quirements of $ 146.3 for the issuance of 
a certificate, the cost of such investiga¬ 
tions. 

The fee prescribed by subpacagraph fll 
of this paragraph shall accompany the 
request for certification unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with § 146.8 (d). 

9 146.101 Streptomycin sulfate , strep - 
tomycin hydrochloride , streptomycin 
phosphate , streptomycin trihydrochlo - 
ride calcium chloride <streptomycin cal¬ 
cium chloride complex) —(a) Standards 
of identity , strength , quality , and purity. 
Streptomycin sulfate is the sulfate salt 
of a kind of streptomycin or a mixture 


of two or more such salts; streptomycin 
hydrochloride Is the hydrochloride salt 
of a kind of streptomycin or a mixture 
of two or more such salts; streptomycin 
phosphate is the phosphate salt of a 
kind of streptomycin or a mixture of two 
or more such salts: streptomycin trihy- 
drochloride calcium chloride is the dou¬ 
ble salt of a kind of streptomycin or a 
mixture of two or more such salts. Each 
such drug is so purified and dried that: 

(1) Its potency is not less than 300 
micrograms per milligram; 

(2) It is sterile: 

(3) It is nontoxic: 

(4) It is nonpyrogenlc; 

(5> It contains no histamine or hista¬ 
mine-like substances; 

(6) Its moisture content is not more 
than 5.0 percent; 

(7) Its pH in aqueous solution of 0.2 
gram per millimeter is not loss than 4.5 
and not more than 7.0. 

<b) Packaging. In all cases the im¬ 
mediate container shall be a tight con¬ 
tainer as defined by the U. S. P.. shall 
be sterile at the time of filling and clos¬ 
ing, shall be so sealed that the contents 
cannot be used without destroying the 
seal, and shall be of such composition as 
will not cause any change in the strength, 
quality, or purity of the contents beyond 
any limit therefor in applicable stand¬ 
ards, except that minor changes so 
caused which are normal and unavoid¬ 
able in good packaging, storage, and 
distribution practice shall be disregarded. 
In case it is packaged for dispensing it 
shall be in immediate containers of 
colorless transparent glass closed by a 
substance through which a hypodermic 
needle may be Introduced and with¬ 
drawn without removing the closure or 
destroying its effectiveness; each such 
container shall contain 0 5 gram. 1.0 
gram, 2.0 grams. 3.0 grams, 4.0 grams, 
5.0 grams, or 10.0 grams, and each may 
be packaged in combination with a con¬ 
tainer of the solvent .water for injection 
U. 8. P.. dextrose injection 5 percent 
U. 6. P„ or physiological salt solution 
U. S. P. 

<c) Labeling. Each package shall 
bear on its label or labeling a s herein¬ 
after indicated, the following: 

(I) On the outside wrapper or con¬ 
tainer and the immediate container: 

(1) The batch mark; 

(11) The number of grams in the im¬ 
mediate container: 

(iii) The statement “Expiration date 

_ # \ the blank being filled in with 

the date which Is 24 months after the 
month during which the batch was cer¬ 
tified; and 

(iv) The statement “For Manufactur¬ 
ing Use**, “For Repacking”, or “For 
Manufacturing Use or Repacking*' when 
packaged for repacking or for use as 
an Ingredient in the manufacture of 
another drug, as the case may be. 

(2) On the circular or other labeling 
within or attached to the package, if it 
Is packaged for dispensing, adequate di¬ 
rections for use and warnings as re¬ 
quired by section 502 (f) of the act, in¬ 
cluding : 

(1) Clinical Indications: 

(ID Dosage and administration. In¬ 
cluding method of preparation and 
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strength of solution* for different routes 
of Injection and local application; 

(111) The conditions under which such 
solutions should he stored Including the 
statement "Sterile solution may be 
stored at room temperature for one week 
without significant Ijss of potency**; 

<lv) ContraiP'Jcations; And 

(v) Untoward effects that may ac¬ 
company administration, including sen¬ 
sitization. 

If two or mo-e immediate containers 
are In such package, the number of such 
circulars or other labeling shall not be 
less than the number of such con¬ 
tainers. 

<d# Request for certification, check 
tests, and assays; samples. (1) In addi¬ 
tion to complying with the requirements 
of fi 146.2. a person who requests certifi¬ 
cation of a batch snall submit with his 
request a statement showing the batch 
mark, the number of packages of each 
size In the batch, the number of grams 
in each package, and (unless It was pre¬ 
viously submitted) the date on which the 
latest assay of the drug comprising the 
batch was completed. Such request shall 
be accompanied or followed by the re¬ 
sults of tests and assays made by him 
on the batch for 1 '•tency, sterility, tox¬ 
icity, pyrogens, histamine content, mois¬ 
ture. and pH. If such botch or any part 
thereof Is to be paefcaged with a solvent 
such request shall also be accompanied 
by a statement that such solvent con¬ 
forms to the requirements prescribed 
therefor by this section. 

<2) If such batch is packaged for dis¬ 
pensing, such person shall submit with 
his request a sample consisting of one 
immediate container for each 5 000 Im¬ 
mediate containers in such batch, but in 
no case shall such sample consist of less 
than 5 or more than 12 immediate con¬ 
tainers. 

Such sample ?hnll be collected by tak¬ 
ing single immediate containers, before 
or after labeling, at such Intervals 
throughout the entire time of packaging 
the batch that the quantities packaged 
during the Intervals ire approximately 
equal. 

<3> If such batch is packaged for re¬ 
packing or for use as an ingredient In the 
manufacture of another drug, such per¬ 
son shall submit with his request a sam¬ 
ple containing five approximately equal 
portions of at least 0.5 gram each taken 
from different parts of such batch: each 
such portion shall be packaged in a sepa¬ 
rate container, and In accordance with 
the requirements of paragraph (b) of 
this section. 

*4) In connection with contemplated 
requests for certification of repackaged 
batches or batches of another drug in 
the manufacture of which it is to be used, 
the manufacturer of a batch which is to 
be so repacked or used may request the 
Commissioner to . ake check tests and 
assays on a sample of such batch taken 
as prescribed by subparagraph (3) of this 
paragraph. From the information re¬ 
quired by subparagraph (1) of this para¬ 
graph may be omitted results of tests 
and assays not required for the batch 
when used in such other drug. The Com¬ 
missioner shall report to such manufac- 
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turer results of such check tests and 
assays as are so requested. 

(e) Fees. The tee for the services 
rendered with respect to each botch 
under the regulations in this part 
shall be: 

(1) $10 00 for each immediate con¬ 
tainer in the sample submitted in ac¬ 
cordance with paragraphs (d) (2). (3), 
and ( 4 ) of this section. 

(2) If the Commissioner considers 
that investigations, other than examina¬ 
tion of such immediate containers, are 
necessary to determine whether or not 
such batch compile with the require¬ 
ments of 1146.3 for the Issuance of a 
certificate, the ost of sue investiga¬ 
tions. 

The fee prescribed by subparagraph 
(1> of this paragraph shall accompany 
the request for certification unless 
such fee Ls covered by an advance 
deposit maintained In accordance with 
5 146.8 <d). 

f 146.102 Streptomycin ointment , efi- 
hydrostreptomycin ointment. 

(a> Standards of identity, strength, 
quality . and purity. Streptomycin oint¬ 
ment and dihydrostreptomycin ointment 
is streptomycin or dihydrostreptomycin 
in a suitable and harmless ointment 
base, with or without suitable and harm¬ 
less dispersing and suspending agents. 
Its potency is not less than 5.C00 micro- 
grams per gram of ointment. The 
streptomycin used conforms to the re¬ 
quirements of i 146.101 <a». except sub¬ 
paragraphs (2), <4). (5). and <6 > of that 
paragraph. The dihydrostreptomycin 
used conforms to the requirements of 
8 146.103. except the standards for ste¬ 
rility, pyrogens, histamine, and moisture. 
Each other substance used, if its name 
is recognized in the U. S. P. or N. F.. 
conforms to the standards prescribed 
therefor by such official compendium. 

<b) Packaging. Streptomycin oint¬ 
ment and dihydrostreptomycin ointment 
shall be packaged in collapsible tubes 
which shall be well-closed containers as 
defined by the U. S. P., and each such 
tube shall not be larger than the 2-ounce 
size, except if it is labeled solely for hos¬ 
pital use It may be packaged in imme¬ 
diate containers of glass which meet the 
test for tight containers as defined by 
the U. S. P. The composition of the 
immediate container and closure shall be 
such as will not cause any change in the 
strength, quality, or purity of the con¬ 
tents beyond any limit therefor in appli¬ 
cable standards, except that minor 
changes so caused which are normal and 
unavoidable in good packaging, storage, 
and distribution practice shall be dis- 
4 regarded. 

(c) LabeUng. Each package of strep¬ 
tomycin ointment shall bear, on its label 
or labeling as hereinafter indicated, the 
following: 

(1) On the outside wrapper or con¬ 
tainer and the immediate container: 

(D The batch mark: 

<ii) The number of micrograms per 
gram of the batch; and 

(ill) The statement "Expiration date 

_,** the blank being filled 

In with the date which is 12 months after 
the month during which the batch was 
certified. 


(2) On the outside wrapper or con¬ 
tainer : 

(!) Unless it is intended solely for 
veterinary use and is conspicuously so 
labeled, the statement “Caution: To be 
dispensed only by or on the prescription 

of a-.** the blank being 

filled In with the word "physician" or 
"dentist** or "veterinarian" or with any 
combination of two or all of these words 
as the case may be; and 
(ii) Unless it is intended solely for 
veterinary use and is so labeled, a refer¬ 
ence specifically identifying a readily 
available medical publication containing 
directions and precautions (including 
contraindications and possible sensitiza¬ 
tion) adequate for the use of such oint¬ 
ment. or a reference to a brochure or 
other printed matter containing such di¬ 
rections and precautions, and a state¬ 
ment that such brochure or printed mat¬ 
ter will be sent on request. 

<3) On the circular or other labeling 
within or attached to the package, if 
the drug is intended solely for veterinary 
use. directions and precautions adequate 
for the use of such ointment, including; 

(1) Clinical indications; 

(11) Dosage and administration; 

(ill) Contraindications; and 
(iv) Untoward effects that may ac¬ 
company administration. 

(d) Requests for certification; sam¬ 
ples. (1) In addition to complying with 
the requirements of 1 146.2, a person who 
requests certification of a batch of strep¬ 
tomycin ointment or dihydrostreptomy¬ 
cin ointment shall submit with his 
request a statement showing the batch 
mark, the number of packages of each 
size in such batch, the batch mark and 
(unless it was previously submitted) the 
date on which the latest assay of the 
streptomycin used in making such batch 
was completed, the quantity of each 
ingredient used in making the batch, the 
date on wjilch the latest assay of the 
drug comprising such batch was com¬ 
pleted, and that each component of the 
ointment base used conforms to the re¬ 
quirements prescribed therefor, if any, 
by this section. 

(2) Except as otherwise provided by 
subparagTaph (4) of this paragraph such 
person shall submit in connection with 
his request results of the tests and assays 
listed after each of the following, made 
by him on an accurately representative 
sample of: 

(1) The batch: potency. 

*ii) The streptomycin or dihydro - 
streptomycin used in making the batch: 
potency, toxicity. pH, streptomycin con¬ 
tent if it is dihydrostreptomycin, and 
crystallinity if it is crystalline dihydro¬ 
streptomycin sulfate. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, such 
person shall submit in connection with 
his request, in the quantities hereinafter 
Indicated, accurately representative sam¬ 
ples of the following: 

(i) The batch: one immediate con¬ 
tainer for each 5,000 Immediate contain¬ 
ers in the batch, but in no case less than 
5 immediate containers or more than 12 
immediate containers unless each such 
container ls packaged for hospital use 
and contains more than 2 ounces, in 
which cose the sample shall consist of ap- 
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proximately 1 ounce of ointment for each 
5,000 Immediate containers In the batch, 
but in no case less than five 1-ounce por- 
t ions.or more than twelve 1-ounce por¬ 
tions. Such sample shall be collected by 
taking single immediate containers or 1- 
ounce portions at such Intervals through¬ 
out the entire time of packaging the 
batch that the quantities packaged dur¬ 
ing the intervals are approximately equal. 

<il> The streptomycin or dlhydro- 
streptomycin used in making the batch: 
5 packages containing approximately 
equal portions of not less than 0 5 gra. 
each, packaged in accordance with the 
requirements of 1 146.101 <b>. 

Uli) In case of an initial request for 
certification, the Ingredients used in 
making the ointment base of the batch; 
one package of each containing approxi¬ 
mately 200 gm.. except for the suspend¬ 
ing and dispersing agents used. In which 
case the sample shall consist of approxi¬ 
mately 5 gm. 

(4) No result referred to In subpara¬ 
graph <2) (11) of this paragraph, and 
no sample referred to in subparagraph 
(3) (ii) of this paragraph, is required if 
such result or sample has been previously 
submitted. 

(e) Fees. The fee for the services 
rendered with respect to^each batch of 
streptomycin ointment or dihydrostrep¬ 
tomycin ointment under the regulations 
in this part shall be: 

(1) $4.00 for each package in the sam¬ 
ples submitted in accordance with para¬ 
graph <d) (3) (1), (11). and (ill) of this 
section; and 

'2) If the Commissioner considers 
that investigations, other than examina¬ 
tion of such packages, are necessary to 
determine whether or not such batch 
complies with the requirements of $ 146.3 
for the issuance of a certificate, the cost 
of such Investigations. 

The fee prescribed by subparagraph 

(1) of this paragraph shall accompany 
the request for certification, unless such 
fee is covered by an advance deposit 
maintained in accordance with 5 146 8 
<d>. 

§ 146.103 Dlhydrostreptomycin sul¬ 
fate. crystalline dlhydrostreptomycin 
sulfate, dihydrostrcptomycin hydrochlo¬ 
ride . (a) Dlhydrostreptomycin sulfate is 
the hydrogenated sulfate salt of a kind of 
streptomycin or a mixture of two or more 
such salts; crystalline dihydrostreptomy¬ 
cin sulfate la the hydrogenated crystal¬ 
line sulfate salt of a kind of streptomycin 
or a mixture of two or more such salts; 
chhydrostreptomycin hydrochloride is the 
hydrogenated hydrochloride salt of a 
kind of streptomycin or a mixture of 
two or more such salts. Each such drug 
conforms to all requirements prescribed 
by § 146.101 for streptomycin sulfate and 
•streptomycin hydrochloride, and is sub¬ 
ject to all procedures prescribed by 
§ 146.101 for streptomycin sulfate and 
streptomycin hydrochloride, except that: 

(1) Its potency Is not less than 600 
micrograms per milligram, except that 
if it is crystalline dlhydrostreptomycin 
sulfate its potency is not less than 725 
micrograms per milligram. 

(2) Its content of streptomycin sul¬ 
fate or streptomycin hydrochloride is 
not more than 3.0% when calculated as 
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streptomycin base, except that If It is 
crystalline dlhydrostreptomycin sulfate 
Its content of streptomycin sulfate is not 
more than 1.0%. 

fi 146.104 Streptomycin tablets . di¬ 
hydrostrcptomycin tablets —<a> Stand¬ 
ards of identity, strength, qualify, and 
purity. Streptomycin tablets and dlhy- 
drostreptomycin tablets is streptomj'cln 
or dihydrostreptomycin tableted with or 
without glucuronolactone and with or 
without the addition of one or more 
suitable and harmless diluents, binders, 
lubricants, colorings, and flavorings. 
The potency of each tablet is not less 
than 100 mg. Its moisture content is not 
more than 3 percent. The streptomycin 
used conforms to the standards pre¬ 
scribed therefor by § 146.101 (a), except 
subparagraphs (2> and <4> of that para¬ 
graph. The dihydrostrcptomycin used 
conforms to the standards prescribed 
therefor by § 146.103. except the stand¬ 
ards for sterility and pyrogens. Each 
other substance used, if its name is rec¬ 
ognized lr. the U. S. P. or N. F.. conforms 
to the standards prescribed therefor by 
such official compendium. 

(b) Packaging . Unless each strepto¬ 
mycin or dihydrostrcptomycin tablet is 
enclosed in foil or plastic film and such 
enclosure is a tight container as de¬ 
fined by the U. S. P.. except the provision 
that it shall be capable of tight rcclosure. 
the Immediate container shall be a tight 
container as so defined. The immediate 
container may also contain a desiccant 
separated from the tablets by a plug of 
cotton or other like material. The com¬ 
position of the immediate container, or 
of the foil or film enclosure, shall be such 
as will not cause any change in the 
strength, quality, or purity of the con¬ 
tents beyond any limit therefor in ap¬ 
plicable standards, except that minor 
changes so caused which are normal and 
unavoidable in good packaging, storage, 
and distribution practice shall be disre¬ 
garded. 

(c) Labeling . Each package of strep¬ 
tomycin or dlhydrostreptomycin tablets 
shall bear, on its label or labeling as 
hereinafter indicated, the following: 

(1) On the outside wrapper or con¬ 
tainer and the immediate container: 

U) The batch mark; 

(ii) The potency of each tablet of the 
hatch; 

(ill) The statement "Expiration date 

-the blank being filled in with* 

the date which is 18 months after the 
month during which the batch was cer¬ 
tified; and 

(iv) If the batch contains the In¬ 
gredient glucuronolactone. the quantity 
of such ingredient In each tablet. 

(2) On the outside wrapper or con¬ 
tainer: 

(1) Unless it is intended solely for 
veterinary use and is conspicuously so 
labeled, the statement "Caution: To be 
dispensed only by or on the prescrip¬ 
tion of a- * the blank being 

filled in with the word "physician" or 
"dentist" or "veterinarian" or any combi¬ 
nation of two or all of these words as the 
case may be; and 

(U) Unless it is Intended solely for 
veterinary use and is so labeled, a refer¬ 
ence specifically Identifying -a readily 
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available medical publication containing 
directions and precautions (Including 
contraindications and possible sensitiza¬ 
tion) adequate for the use of such strep¬ 
tomycin or dihydrostrcptomycin tablets, 
or a reference to a brochure or other 
printed matter containing such direc¬ 
tions and precautions, and a statement 
that such brochure and printed matter 
will be sent on request. 

(3) On the circular or other labeling 
within or attached to the package, if it is 
Intended solely for veterinary use, direc¬ 
tions and precautions adequate for the 
use of such tablets, including: 

(1) Clinical indications; 

(ii) Dosage and administration; 

(Ui) Contraindications; and 

(lv) Untoward effects that may ac¬ 
company administration. 

If two or more such immediate contain¬ 
ers are in such pickage, the number of 
circulars or other labeling shall not be 
less than the number of such containers. 

(d) Request for certification; sam¬ 
ples. (1) In addition to complying with 
the requirements of § 146.2, a person who 
requests certification of a batch of strep¬ 
tomycin or dlhydrostreptomycin tablets 
shall submit with his request a statement 
showing the butch mark, the number of 
packages of each size in such batch, the 
batch mark and (unless it was previously 
submitted) the date on which the latest 
assay of the streptomycin or dihydro¬ 
streptomycin used in making such batch 
was completed, the potency of each tab¬ 
let, the quantity of each ingredient used 
in making the batch, the date on which 
the latest assay of the drug comprising 
such batch was completed, and a state¬ 
ment that each ingredient used in 
making the batch conforms to the re¬ 
quirements ^prescribed therefor, if any, 
by this section. j 

(2) Except a s otherwise provided in 
subparagraph (4> of this paragraph, such 
person shall submit in connection with 
his request results of the tests and assays 
listed after each of the following, made 
by him on an accurately representative 
sample of: 

(i) The batch; average potency per 
tablet and average moisture. 

(ii) The streptomycin or dlhydrostrep- 
tomycin used in making the batch; 
potency, toxicity, histamine content, 
moisture. pH. streptomycin content if it 
is dlhydrostreptomycin. and crystallin¬ 
ity if it is crystalline dihydrostreptomy¬ 
cin suTate. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, such 
person shall submit in connection with 
his request. In the quantities hereinafter 
Indicated, accurately representative sam¬ 
ples of the following; 

(I) The batch; one tablet for each 
5.000 tablets in the batch, but in no case 
less than 20 tablets or more than 100 tab¬ 
lets, collected by taking single tablets at 
such Intervals throughout the entire time 
of tableting that the quantities tableted 
during the intervals are approximately 
equal. 

(ii) The streptomycin or dihydro- 
streptomycln used in making the batch; 
five packages containing approximately 
equal portions of not less than 0.5 gm. 
each, packaged in accordance with the 
requirements of i 146.101 (b). 
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(111) In case of an Initial request for 
certification, each other Ingredient used 
in making the batch; one package of 
each containing approximately 5 gm. 

(4) No result referred to in subpara¬ 
graph (2) til) of this paragraph, and no 
sample referred to in subparagraph (3) 
(11) of this paragraph, is required if such 
result or sample has been previously sub¬ 
mitted. 

(e) Fees . The fee for the service ren¬ 
dered with respect to each batch of strep¬ 
tomycin or dlhydrostreptomycin tablets 
under the regulations In this part shall 
be: 

(1) $1.00 for each tablet in the sample 
submitted in accordance with paragraph 
(d> <3) (I) of this section; $10 00 for 
each package in the samples submitted 
in accordance with paragraph <d> (3) 
(11) of tills section; $4.00 for each pack¬ 
age in the samples submitted in accord¬ 
ance with paragraph <d> (3) <iil) of this 
section; and 

<2> If the Commissioner considers 
that Investigations, other than examina¬ 
tion of such tablets and packages, are 
necessary to determine whether or not 
such batch complies with the require¬ 
ments of £ 146.3 for the issuance of a cer¬ 
tificate, the cost of such Investigations. 

The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification, unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with £ 146 8 (d). 

£ 146.105 Streptomycin for topical 

use: streptomycin with _ (the blank 

beino filled in with the name of the vehi¬ 
cle if a package com bine (ion) for topical 
use —(a) Standards of identity , strength, 
quality, and purity. Streptomycin for 
topical use conforms to all the require¬ 
ments prescribed by § 146.101 (a) for 
streptomycin, and may be packaged in 
combination with a container of a suit¬ 
able and harmless vehicle. 

(b) Packaging. The immediate con¬ 
tainer of streptomycin tor topical use 
shall be of colorless transparent glass so 
closed as to be a tight container as de¬ 
fined by the U. S. P.. shall be sterile at 
the time of filling and closing, shall be 
so sealed that Its contents cannot be 
used without destroying such seal, and 
shall be of such composition as will not 
cause any change in the strength, qual¬ 
ity, or purity of the contents beyond any 
limit therefor In applicable standards, 
except that minor changes so caused 
which are normal and unavoidable in 
good packaging, storage, and distribution 
practice shall be disregarded. Each 
such container shall contain not less 
than 20 mg. 

(c) Labeling. Each package of strep¬ 
tomycin for topical use shall bear on its 
label or labeling, as hereinafter indi¬ 
cated. the following: 

(1) On the outside wrapper or con¬ 
tainer and the immediate container: 

(i) The batch mark; 

<li> The number of milligrams In the 
Immediate container; 

(111) The statement "Expiration date 

- ——the blank being 

filled in with the date which Is 24 months 
after the month during which the batch 
was certified; and 
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(lv> The statement "Caution: Not for 
Intravenous or systemic medication.** 

(2) If It Is a package combination, 
on the immediate container of the ve¬ 
hicle In the combination: 

(I) A statement giving the method of 
dissolving the streptomycin In the ve¬ 
hicle and the statement "The solution 
may be stored at room temperature for 
1 week without significant loss of po¬ 
tency’*; 

(II) The potency per milliliter after the 
streptomycin has been dissolved therein; 
and 

(Hi) The statement "Caution: Not 
for intravenous or systemic medica¬ 
tion." 

(3) On the outside wrapper or con¬ 
tainer: > 

(i) Unless it is Intended solely for 
veterinary use and Is conspicuously so 
labeled, a statement "Caution: To be 
dispensed only by or on the prescription 

of a-the blank being 

filled in with the word “physician" or 
"dentist” or "veterinarian" or any com¬ 
bination of two or all of these words, 
as the case may be; and 

(10 Unless it is Intended solely for 
veterinary use and is so labeled, a ref¬ 
erence specifically Identifying a readily 
available medical publication containing 
directions and precautions (including 
contraindications and possible sensitiza¬ 
tion) adequate for the use of such strep¬ 
tomycin for topical use, or a reference to 
a brochure or other printed matter con¬ 
taining such directions and precautions 
and a statement that such brochure and 
printed matter will be sent on request. 

(4) On the circular or other labeling 
within or attached to the package, if it Ls 
Intended solely for veterinary use, direc¬ 
tions and precautions adequate for the 
use of such streptomycin for topical use. 
Including: 

(i) Clinical indications; 

(11) Dosage and administration; 

(ili) Contraindications; and 

(iv) Untoward effects that may ac¬ 
company administration. 

If two or more such Immediate contain¬ 
ers arc In such package, the number of 
such circulars or other labeling shall not 
be less than the number of such con¬ 
tainers. 

(d) Request for certification ; samples . 
(1) In addition to complying with the re¬ 
quirements of £ 146.2, a person who re¬ 
quests certification of a batch of strep¬ 
tomycin for topical use shall submit with 
his request a statement showing the 
batch mark, the number of packages of 
each size In such batch, the number of 
milligrams in each package, and (unless 
it was previously submitted) the date on 
which the latest assay of the drug com¬ 
prising the batch was completed. Such 
request shall be accompanied or followed 
by the results of tests and assays made by 
him on the batch for potency, sterility, 
toxicity, pyrogens, histamine content, 
moisture, and pH. If such batch, or any 
part thereof, is to be packaged with a 
vehicle, such request shall be accom¬ 
panied by a statement that such vehicle 
conforms to the requirements prescribed 
therefor by this section. 

(3) Such person shall submit with his 
request a sample consisting of one Im¬ 


* 


mediate container for each 5.000 Imme¬ 
diate containers in such batch, but In no 
case shall such sample consist of less 
than 50 or more than 100 immediate 
containers. Such sample shall be col- 
lected by taking single immediate con¬ 
tainers, before or after labeling, at such 
intervals throughout the entire time of 
packaging the batch that the quantities 
packaged during the intervals are ap¬ 
proximately equal. 

(3) In case of an initial request for 
the certification of a batch of strepto¬ 
mycin for topical use which is to be 
packaged in combination with a con¬ 
tainer of a vehicle, or when any change 
is made In the composition of such ve¬ 
hicle. such person shall submit In con¬ 
nection w ith his request five f^ackages of 
the vehicle Included in the combination. 

(e) Fees. The fee for the services 
rendered with respect to each batch un¬ 
der the regulations In this part shall be: 

(1) $1.00 for each immediate container 
in the sample submitted in accordance 
with paragraph (d) (2) of this section: 
$4.00 for each package submitted with 
the samples in accordance with para¬ 
graph (d) (3> of this section; and 

<2> If the Commissioner considers 
that Investigations, other than examina¬ 
tion of such packages, are necessary to 
determine whether or not such batch 
complies with the requirements of £ 146 3 
for the Issuance of a certificate, the cost 
of such Investigations. 

The fee prescribed by subparagraph (I) 
of this paragraph shall accompany the 
request for certification, unless such fee 
is covered by on advance deposit main¬ 
tained in accordance with £ 146 8 <d>. 

9 146.106 Streptomycin sulfate solu¬ 
tion, dihydrostreptomycin sulfate solu¬ 
tion <crystalline dihydrostreptomyan 
sulfate solution )—(a) Standards of 
identity , strength, quality, and purity. 
Streptomycin sulfate solution is an 
aqueous solution of streptomycin sulfate, 
Dlhydrostreptomycin sulfate solution Is 
an aqueous solution of dihydrostrepto- 
mycin sulfate or crystalline dlhydro- 
streptomycln sulfate. Such solution 
conforms to all standards prescribed by 
£ 146.101 for streptomycin sulfate or 
£ 146.103 for dihydrostreptomyem sul¬ 
fate or crystalline dihydrostreptomycin 
sulfate, except the limitation on moisture 
content, and except that: 

(1) Its potency is 250 mg. or 500 mg. 
per milliliter. 

<2> It contains one or more suitable 
and harmless preservatives. 

<3> Its pH is not less than 5.0 and not 
more than 8.0. 

(4) It mny contain one or more suit¬ 
able and harmless buffer substances and 
stabilizing agents. 

(b) Packaging. In all cases the im¬ 
mediate container shall be a tight con¬ 
tainer as defined by the U. 8. P.* shall 
be sterile at the time of filling and clos¬ 
ing. shall be so sealed that the contents 
cannot be used without destroying the 
seal, and shall be of such composition as 
will not cause any change in the strength, 
quality, or purity of the contents beyond 
any limit therefor in applicable stand¬ 
ards, except that minor changes so 
caused which are normal and unavoid¬ 
able in good packaging, storage, and 
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distribution practice shall be disregarded. 
In case it Is packaged for dispensing it 
shall be in immediate containers of 
colorless transparent glass closed by a 
substance through which a hypodermic 
needle may be introduced and withdrawn 
without removing the closure or de¬ 
stroying its effectiveness, except that if 
each container is packaged to contain 
a single dose such container may be a 
hermetically scaled transparent glass 
ampul. Each such container shall con¬ 
tain not less than 1 ml and not more 
than 50 mi 

<c> Labeling. Each package shall bear 
on its label or labeling, as hereinafter 
Indicated, the following: 

(1) On the outside wrapper or con¬ 
tainer and the immediate container: 

(1) The batch mark; 

(ti) The number of milligrams in each 
milliliter in the immediate container; 
(iii) The statement "Expiration date 

_," the blank being filled 

in with the date which is 12 months after 
the month during which the batch was 
certified; 

<lv> The name and quantity of each 
preservative used; and 
(v) The statement "For manufactur¬ 
ing use," "For repacking," or "For manu¬ 
facturing use or repacking." when 
packaged for repacking or for use as an 
ingredient in the manufacture of an¬ 
other drug, as the cose may be. 

<2> On the outside wrapper or con¬ 
tainer the statement “Store in refrig¬ 
erator not above 15* C. <59* F.) M or 
"Store below 15* C. <59 # F.)," unless the 
person who requests certification has 
submitted to the Commissioner results of 
tests and assays showing that after hav¬ 
ing been stored for 12 months at room 
temperature such drug as prepared by 
him complies with the standards pre¬ 
scribed by paragraph la) of this sectioa 
<3> On the circular or other labeling 
within or attached to the package. If it 
is packaged for dispensing, adequate di¬ 
rections for use and warnings as re¬ 
quired by section 502 if) of the act* 
Including: 

(1) Clinical indications: 

(ii) Dosage and administration; 

<Ui> Contraindications; and 
<iv> Untoward effects that may ac¬ 
company administration, including sen¬ 
sitization. 

If two or more immediate containers are 
in such package, the number of such cir¬ 
culars or other labeling shall not be less 
than the number of such containers. 

<d> Request for certification, check 
tests and assays; samples. (1) In addi¬ 
tion to complying with the requirements 
of f 1*46.2, a person who requests cer¬ 
tification of a batch shall submit with 
his request a statement showing the 
batch mark, the number of packages of 
each size in the batch, the number of 
milligrams or grams dissolved in each of 
such packages, the date on w’hlch the 
latest assay of the drug comprising such 
batch was completed, and if it is crys¬ 
talline dihydrostreptomycin sulfate so¬ 
lution, the batch mark and (unless it w*as 
previously submitted) the date on which 
the latest assay of the crystalline dihy¬ 
drostreptomycin sulfate used in making 
such batch was completed. 


(2) Except as otherwise provided by 
subparagraph (4) of this paragraph such 
person shall submit in connection with 
his request results of the tests and assays 
listed after each of the following, mado 
by him on an accurately representative 
sample of: 

(i) The batch: potency, sterility, tox¬ 
icity, pyrogens, histamine content. pH. 
and streptomycin content, if it is dihy- 
drostreptomycin sulfate or crystalline 
dihydrostreptomycin sulfate. 

(ii) If crystalline dlhydrostreptomy- 
cin sulfate is used in making the batch; 
potency and crystallinity. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request. In the quantities here¬ 
inafter indicated, accurately representa¬ 
tive samples of the following; 

(i) The batch, if packaged for dis¬ 
pensing; one immediate container for 
each 5.000 immediate containers In the 
batch, but in no case less than 5 or more 
than 12 immediate containers, collected 
by taking single immediate containers 
at such Intervals throughout the entire 
time of packaging the batch that the 
quantities packaged during the intervals 
are approximately equal. 

<il) The batch. If packaged for re¬ 
packing or for use as an ingredient in 
the manufacture of another drug; 5 ap¬ 
proximately equal portions of at least 
2 ml each, taken from different parts of 
such batch and each packaged In a sep¬ 
arate container in accordance with the 
requirements of paragraph <b> of tills 
section. 

(Ill) If crystalline dihydrostreptomy¬ 
cin sulfate is used In making the batch; 
2 immediate containers containing ap¬ 
proximately 0.5 gm. each, packaged In 
accordance with the requirements of 
$ 146.101 (b). 

(iv) In case of an Initial request for 
certification, each other Ingredient used 
in making the batch; one package of 
each containing approximately 5 gm. 

(4) No result referred to in subpara¬ 
graph (2) (U) of this paragraph, and no 
sample referred to In subparagraph (3) 
(ill) of this paragraph, is required if 
such result or sample has been previously 
submitted. 

(5) In connection with contemplated 
requests for certification of repackaged 
batches or batches of another drug in 
the manufacture of which it Is to be 
used, the manufacturer of the batch 
which is to be so repacked or used may 
request the Commissioner to make check 
tests and assays on a sample of such 
batch, taken as prescribed by subpara¬ 
graph (3) (ii) of this paragraph. From 
the information required by subpara¬ 
graph (2) CD of this paragraph may bo 
omitted results of tests and assays not 
required for the batch when used In such 
other drug. The Commissioner shall re¬ 
port to such manufacturer results of 
such check tests and assays as are so 
requested. 

(e) Fees. The fee for the services 
rendered with regard to each batch un¬ 
der the regulations In this part shall be; 

(1) $10.00 for each immediate con¬ 
tainer in the sample submitted in ac¬ 
cordance with paragraph <d) (3) a). 


(ii) and (5) of this section; $4 00 for 
each package in the sample submitted 
in accordance with paragraph (d) (3) 
(ill) and (iv) of this section; and 

(2) If the Commissioner considers 
that Investigations, other than exami¬ 
nation of such immediate containers, 
are necessary to determine whether or 
not such batch complies with the 
requirements of 5 146.3 for the issuance 
of a certificate, the cost of such investi¬ 
gations. 

The fee prescribed by subparagraph 
(1) ot this paragraph shall accompany 
the request for certification unless such 
fee is covered by on advance de¬ 
posit maintained in accordance with 
S 146 8 (d). 

9 146.107 Streptomycin - polymyxin • 
bacitracin tablets —<a> Standards of 
identity, strength, quality, and purity , 
Streptomycin-polymyxin-bacitracin tab¬ 
lets are tablets composed of streptomy¬ 
cin. polymyxin B. and bacitracin, with or 
without the addition of one or more suit¬ 
able* and harmless buffer substances, di¬ 
luents. binders, lubricants, colorings, and 
flavorings. The potency of each tablet is 
not less than 250 mg. of streptomycin, 
200.000 units of polymyxin B, and 5.000 
units of bacitracin. Its moisture content 
is not more than 3%. The streptomycin 
used conforms to the standards pre¬ 
scribed therefor by 9 146 101 (a>, except 
subparagraphs (2) and <4» of that para¬ 
graph. The polymyxin used is produced 
by the grow th of Bacillus polymyxa. has 
u potency of not less than 3.800 units per 
milligram, and it is nontoxic. The baci¬ 
tracin used conforms to the standards 
prescribed therefor by 9 146.401 (a), ex¬ 
cept subparagraphs (1). (2), and (4) of 
that paragraph, but its potency is not 
less than 30 units per milligram. Each 
other substance used, if its name is rec¬ 
ognized in the U. S. P. or N. F.. conforms 
to the standards prescribed therefor by 
such official compendium. 

(b) Packaging . Unless each tablet is 
enclosed in a foil or plastic film and such 
enclosure is a tight container as defined 
by the U. S. P.. except the provision that 
It shall be capable of tight reclosure, the 
immediate container shall be a tight 
container as so defined The immediate 
container may also contain a desiccant 
separated from the tablets by a plug of 
cotton or other like material. The com¬ 
position of the Immediate container, or 
of the foil or film enclosure, shall be such 
as will not cause any change in the 
strength, quality, or purity of the con¬ 
tents beyond any limit therefor in ap¬ 
plicable standards, except that minor 
changes so caused which are normal and 
unavoidable in good packaging, storage, 
and distribution practice shall be disre¬ 
garded. 

(c) Labeling. Each package shall 
bear, on its label or labeling, as herein¬ 
after indicated, the following; 

(1) On the outside wrapper or con¬ 
tainer and the immediate container: 

(i) The batch mark; 

(ii) The number of milligrams of 
streptomycin in each tablet of the 
batch; 

(ill) The number of units of poly¬ 
myxin B in each tablet of the batch; 
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(iv) The number of units of bacitra¬ 
cin in each tablet of the batch: and 

(v) The statement “Expiration date 

_ * the blank being filled in with 

the date which is 18 months after the 
month during which the batch was cer¬ 
tified. 

<2) On the outside wrapper or con¬ 
tainer: 

(i) Unless it Is intended solely for vet¬ 
erinary use and is conspicuously so la¬ 
beled, the statement “Caution: To be 
dispensed only by or on the prescription 

of a-/* the blank being filled in 

with the word “physician** or “dentist** 
or “veterinarian” or any combination 
of two or all of these words, as the case 
may be : and 

cil) Unless it is intended solely for 
veterinary use and is so labeled, a ref¬ 
erence specifically identifying a readily 
available medical publication contain¬ 
ing directions and precautions (includ¬ 
ing contraindications and possible sen¬ 
sitization) adequate for the use of such 
tablets, or a reference to a brochure or 
other printed matter containing such 
directions and precautions, and a state¬ 
ment that such brochure or printed mat¬ 
ter will be sent on request. 

(3) On the circular or other labeling 
within or attached to the package, if It 
is intended solely for veterinary use, di¬ 
rections and precautions adequate for 
the use of such tablets, including: 

(1) Clinical indications: 

111) Dosage and administration; 

(ill) Contraindications; and 

(iv) Untoward effects that may ac¬ 
company administration. 

If two or more such immediate con¬ 
tainers are In such package the number 
of circulars or other labeling shall not 
be less than the number of such 
containers. 

(d) Request for certification ; samples . 
(1) In addition to complying with the 
requirements of $ 146.2, a person who re¬ 
quests certification of a batch of strep¬ 
tomycin- polymyxin-bacitracin tablets 
shall submit with his request a state¬ 
ment showing the batch mark, the num¬ 
ber of packages of each size in such 
batch, the batch mark and (unless they 
were previously submitted) the dates on 
which the latest assays of the strepto¬ 
mycin, polymyxin, and bacitracin used 
in making such batch were completed, 
the potency of each tablet, the quantity 
of each ingredient used in making the 
batch, the date on which the latest assay 
of the drug comprising such batch was 
completed, and a statement that each 
Ingredient used in making the batch 
conforms to the requirements prescribed 
therefor by this section. 

(2) Except as otherwise provided in 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the following, 
made by him on an accurately repre¬ 
sentative sample of: 

(i) The batch: average potency of 
streptomycin, polymyxin, and bacitracin 
per tablet, and average moisture, 

<ii> The streptomycin used in making 
the batch; potency, toxicity, histamine, 
moisture, and pH. 
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(111) The polymyxin used in making 
the batch; potency and toxicity. 

(iv) The bacitracin used in making 
the batch; potency, toxicity, moisture, 
and pH. 

(3> Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in coffficction 
with his request. In the quantities here¬ 
inafter indicated, accurately represent¬ 
ative samples of the following: 

<i) The batch; one tablet for each 
5.000 tablets in the batch, but in no case 
less than 30 tablets or more than 100 
tablets, collected by taking single tab¬ 
lets at such intervals throughout the 
entire time of tableting that the quanti¬ 
ties tableted during the intervals are 
approximately equal. 

(ii> The streptomycin used in making 
the batch; five packages containing ap¬ 
proximately equal portions of not less 
than 0.5 gm. each, packaged in accord¬ 
ance with the requirements of M46.101 

(b). 

(ill) The polymyxin used In making 
the batch; five packages, each contain¬ 
ing approximately equal portions of not 
less than 0.5 gm. 

(iv) The bacitracin used in making 
the batch; six packages, each containing 
approximately equal portions of not less 
than 0.5 gm.. packaged in accordance 
with the requirements of 8 146.401 (b). 

(v) In case of an initial request for 
certification, each other ingredient used 
in making the batch; one package of 
each, containing approximately 5 gm. 

(4) No result referred to in subpara¬ 
graph (2) <ii>, (ill), and (iv) of this 
paragraph, and no sample referred to in 
subparagraph (3) (ii). Oil), and (iv) of 
this paragraph, is required if such result 
or sample has been previously submitted, 

(e) Fees. The fee for the services ren¬ 
dered with respect to each batch of 
streptomycin-polymyxin-bacitracin tab¬ 
lets under the regulations in this part 
shall be: 

(1) $1.00 for each tablet in the sample 
submitted in accordance with para¬ 
graph (d) (3) (i) of this section; $4.00 
for each package in the samples submit¬ 
ted in accordance with paragraphs (d) 

(3) <10, (iii), (iv), and (v) of this 
section; and 

<2) If the Commissioner considers 
that investigations, other than examina¬ 
tion of such tablets and packages are 
necessary to determine whether or not 
such botch complies with the require¬ 
ments of $ 146.3 for the issuance of a 
certificate, the cost of such investiga¬ 
tions. 

The fee prescribed by subparagraph 
<1) of this paragraph shall accompany 
the request for certification unless such 
fee is covered by an advance deposit 
maintained In accordance with S 146.8 
<d>. 

1 146.108 Streptomycin syrup—( a) 
Standards of identity , strength , quality 0 
and purity. Streptomycin syrup is strep¬ 
tomycin dissolved in a suitable and harm¬ 
less diluent that contains one or more 
suitable and harmless preservatives. Its 
potency is not less than 50 milligrams 
per milliliter. The streptomycin used 
conforms to the standards prescribed 
therefor by $ 146.101 (a), except subpara¬ 


graphs <2>. ( 4 ). and (6> of that para¬ 
graph. Each other substance used, if 
its name is recognized In the U. S. P. or 
N. F.. conforms to the standards pre¬ 
scribed therefor by such official compen¬ 
dium. 

(b) Packaging. In all cases the Im¬ 
mediate container shall be of colorless, 
transparent glass, so closed as to be 
a tight container as defined by the 
U. 8. P. and of such composition that will 
not cause any change in the strength, 
quality, or purity of the contents beyond 
any limit therefor in applicable stand¬ 
ards. except that minor changes so 
caused which arc normal and unavoid¬ 
able in good packaging, storage, and dis¬ 
tribution practice shall be disregarded. 

(c) Labeling. Each package shall bear 
on its label or labeling as hereinafter 
indicated, the following: 

(1) On the cutslde wrapper or con¬ 
tainer and the immediate container: 

<i> The batch mark: 

(ii> The number of milligrams of 
streptomycin in each milliliter of the 
batch; 

(Hi) The statement. •'Expiration date 

__” the blank being filled in 

with the date which is 12 months after 
the month during which the batch was 
certified; and 

(iv> The name and quantity of each 
preservative used. 

(2) On the outside wrapper or con¬ 
tainer: 

(1) Unless it is intended solely for vet¬ 
erinary use and is conspicuously so la¬ 
beled. the statement “Caution: To be 
dispensed only by or on the prescription 

of a._, M the blank being filled 

in with the word “physician” or “dentist” 
or **vetcrinarian“ or with any combina¬ 
tion of two or ail of these words, as the 
case may be: and 

(ii) Unless it is Intended solely for 
veterinary use and is so labeled, a ref¬ 
erence specifically identifying a readily 
available medical publication containing 
directions and precautions (including 
contraindications and possible sensitiza¬ 
tion) adequate for the use of such drug: 
or a reference to a brochure or other 
printed matter containing such direc¬ 
tions and precautions and a statement 
that such brochure or printed matter Will 
be sent on request. 

(3) On the circular or other labeling 
within or attached to the package, if it 
Is intended solely for veterinary use, di¬ 
rections and precautions adequate for 
the use of such syrup, including: 

(i) Clinical indications; 

(ii) Dosage and administration; 

(ill) Contraindications; and 

(iv) Untoward effects that may ac¬ 
company administration. 

(d) Request for certification: samples. 
(1) In addition to complying with the 
requirements of i 146.2, a person who 
requests certification of a batch shall 
submit with his request a statement 
showing the batch mark, the number of 
packages of each size in such batch, the 
batch mark and (unless it was previously 
submitted > the date on which the latest 
assay of the streptomycin used In mak¬ 
ing the batch was completed, the potency 
per milliliter of the batch, the quantity 
of each Ingredient used in making the 
batch, the date on which the latest assay 
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comprising such batch was completed, 
and a statement that each Ingredient 
used In making the batch conforms to 
nhe requirements prescribed therefor, if 
any, by this section. 

<2> Except as otherwise provided in 
subparagraph (4> of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the following, 
made by him on an accurately represent¬ 
ative sample of: 

(1) The batch; average potency per 
milliliter. 

(U> The streptomycin used in making 
the batch; potency, toxicity, histamine 
content, and pH. 

<3) Except as otherwise provided by 
subparagraph (4> of this paragraph, 
such person shall submit in connection 
with his request, in the quantities here¬ 
inafter indicated, accurately represent¬ 
ative samples of the following: 

(i) The batch; one immediate con¬ 
tainer for each 5.000 immediate con¬ 
tainers in the batch, but in no case less 
than 5 immediate containers or more 
than 12 immediate containers, collected 
by taking single Immediate containers at 
such Intervals throughout the entire 
t:me of packaging the batch that the 
quantities packaged during the inter¬ 
vals are approximately equal. 

(U> The streptomycin used in making 
the batch; five packages containing ap¬ 
proximately equal portions of not less 
than 0.5 gm. each packaged in accord¬ 
ance with the requirements of 8146.101 
<b). 

<lii> In case of an Initial request for 
certification, each other ingredient used 
in making the batch; one package of 
each containing approximately 5 gm. 

<4> No result referred to in subpar¬ 
agraph <2) <ii) of this paragraph, and 
no sample referred to in subparagraph 
<3> (li> of this paragraph, is required 
if such result or sample has been pre¬ 
viously submitted. 

(e) Fees. The fee for the services 
rendered with respect to each batch of 
streptomycin syrup under the regula¬ 
tions in this part shall be: 

(1) $4 00 for each package in the 
sample submitted in accordance with 
paragraph (d) (3) (i) and (iii) of this 
section; $10 00 for each package in the 
samples submitted in accordance with 
paragraph (d) (3) Ui) of this section; 
and 

<2) If the Commissioner considers 
that investigations other than examina¬ 
tions of such packages are necessary to 
determine whether or not such batch 
complies with the requirements of 
8 146.3 for the issuance of a certificate, 
the cost of such investigations. 

The fee prescribed by subparagraph (l) 
of this paragraph shall accompany the 
request for certification unless such fee 
la covered by an advance deposit main¬ 
tained in accordance with 8 146.8 <d). 

8 146 201 Aureomycin hydrochloride 
(aureomycin hydrochloride salt) —(a) 
Standards of identity , strength, quality , 
and purity. Aureomycin hydrochloride is 
the yellow hydrochloride salt or crystal¬ 
line hydrochloride salt of a kind of aureo¬ 
mycin or a mixture of two or more such 
salts. I. is so purified and dried that: 


(1) Its potency U not less than 900 
micrograms per milligram; 

(2) It is sterile; 

(3) It is nontoxic; 

(4) It Is nonpyrogenlc; 

(5) It contains no histamine or hista¬ 
mine-like substances; 

(6) Its moisture content is not more 
than 2.0%; 

(7) Its pH In saturated aqueous solu¬ 
tion is 2 3 to 3.3. 

(b) Packaging. In all cases the imme¬ 
diate containers shall be tight contain¬ 
ers as defined by the U. S. P., shall be 
sterile at the time of filling and closing, 
shall be so sealed that the contents can¬ 
not be used without destroying the seal, 
and shall be of such composition as will 
not cause any change in the strength, 
quality, or purity of the contents beyond 
any limit therefor In applicable stand¬ 
ards, except that minor changes so caused 
which are normal and unavoidable In 
good packaging, storage, and distribu¬ 
tion practice shall be disregarded. In 
case it is intended for intravenous use. It 
shall be packaged in immediate contain¬ 
ers of colorless, transparent glass, closed 
by a substance through which a hypo¬ 
dermic needle may be introduced and 
withdrawn without removing the closure 
or destroying its effectiveness: each such 
container shall contain not more than 
1.0 gm. unless it is intended solely for 
veterinary use and is conspicuously so 
labeled, and each shall contain one or 
more suitable and harmless diluents, or 
each shall be packaged in combination 
with a container of a suitable and harm¬ 
less diluent. 

<c) Labeling. Each package shall bear 
on its label or labeling as hereinafter 
Indicated: 

(1) On the outside wrapper or con¬ 
tainer and the immediate container: 

(1) The batch mark; 

01) The number of milligrams In the 
Immediate container; 

Oil) The statement “Expiration date 

-the blank being filled In 

with the date which is 12 months, or if It 
Is crystalline aureomycin 36 months, 
after the month during which the batch 
was certified; 

Ov) The statement “For manufactur¬ 
ing use,” “For repacking.'* or “For manu¬ 
facturing use or repacking." when pack¬ 
aged for repacking or for use as an ingre¬ 
dient in the manufacture of another drug, 
as the case may be; and 

(v) If it is packaged for intravenous 
use and contains diluents, the name of 
each such substance used. 

(2) On the circular or other labeling 
within or attached to the package. If it 
is packaged for dispensing, adequate 
directions for use and warnings as re¬ 
quired by section 502 (f) of the act. in¬ 
cluding : 

(1) Clinical indications; 

<ti> Dosage and administration. In¬ 
cluding method of preparation and 
strength of solutions for different routes 
of Injection and local application; 

(ill) The conditions under which such 
solutions should be stored. Including a 
reference to their instability when stored 
under other conditions and a statement 
“Sterile solutions must be injected im¬ 
mediately after preparation"; 

Uv) Contraindications; and 


(v) Untoward effects that may ac¬ 
company administration, including sen¬ 
sitization. 

If two or more immediate containers 
arc in such package, the number of such 
circulars or other labeling shall not be 
less than the number of such containers. 

(d) Request for certification, check 
tests and assays; samples. (1) In addi¬ 
tion to complying with the requirements 
of 3146.2. a person w f ho requests certifi¬ 
cation of a batch shall submit with his 
request a statement showing the batch 
mark, the number of packages of each 
size In the batch, the humber of milli¬ 
grams in each package, and (unless it 
was previously submitted) the date on 
which the latest assay of the drug com¬ 
prising the batch was completed. Such 
request shall be accompanied or followed 
by the results of tests and assays made 
by him on the batch for potency, sterility, 
toxicity, pyrogens, histamine content, 
crystallinity (if It Is the crystalline salt), 
moisture, and pH. If such batch or any 
part thereof is to be packaged with a sol¬ 
vent such request shall also be accom¬ 
panied by a statement that such solvent 
conforms to the requirements prescribed 
therefor by this section. 

(2) If such batch is packaged for dis¬ 
pensing such person shajl submit with 
his request a sample consisting of one 
immediate container for each 5.000 im¬ 
mediate containers In such batch, but 
in no case shall such sample consist of 
less than eight or more than 15 contain¬ 
ers. 8ueh samples shall be collected by 
taking single immediate containers, be¬ 
fore or after labeling, at such intervals 
throughout the entire time of packaging 
the batch that the quantities packaged 
during the Intervals are approximately 
equal. 

(3) If such batch is packaged for re¬ 
packing or for use as an Ingredient in 
the manufacture of another drug, such 
person shall submit with his request a 
sample containing five approximately 
equal portions of at least 0.5 gm. each 
taken from different parts of such batch; 
each such portion shall be packaged in a 
separate container, and in accordance 
with the requirements of paragraph (b> 
of this section. 

(4) In connection with contemplated 
requests for certification of repacked 
britches or batches of another drug in 
the manufacture of which it is to be used, 
the manufacturer of a batch which is to 
be so repacked or used may request the 
Commissioner to make check tests and 
assays on a sample of such batch, taken 
as prescribed by subparagraph <3> of 
this paragraph. From the information 
required by subparagraph (1) of this 
paragraph may be omitted results of 
tests and assays not required for the 
batch when used in such other drug. 
The Commissioner shall report to such 
manufacturer results of such check tests 
and assays as are so requested. 

(e) Fees. The fee for the services 
rendered with respect to each batch 
under the regulations in this part shall 
be: 

(1) $10.00 for each immediate con¬ 
tainer in the sample submitted in ac¬ 
cordance with paragraph (J) (2), <3). 
and (4) of this section; onj 
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(2> If the Commissioner considers 
that investigations. other than examina¬ 
tion of such Immediate containers, are 
necessary to determine whether or not 
such batch compiles with the require¬ 
ments of § 146.3 for the issuance of a 
certificate, the cost of such Investiga¬ 
tions. 

The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with 5 146 8 (d). 

5 146.202 Aureomycin ointment 
(aureomycin hydrochloride ointment )— 

(a) Standards of identity . strength, 
quality . and purity. Aureomycin oint¬ 
ment Is crystalline aureomycin in a suit¬ 
able and harmless ointment base. Its 
moisture content is not more than 1%. 
The potency Is not less than l mg. per 
gram The aureomycin used conforms 
to the requirements of 5 146.201 (a), ex¬ 
cept subparagraphs (1). (2), (4). and 
(5) of that paragraph, but its potency is 
not less than 750 micros rams per milli¬ 
gram. 

Each other substance used, if its name 
is recognized in the U. 8. P. or N. F.. con¬ 
forms to the standards prescribed there¬ 
for by such official compendium. 

<b> Packaging. Aureomycin ointment 
shall be packaged in collapsible tubes, 
which shall be well-closed containers 
as defined by the U. 8. P.. and shall 
not be larger than ft-ounce size if such 
ointment is represented for ophthalmic 
use. and in no case larger than the 2- 
ounce size, except that if it is labeled 
solely for hospital use. it may be pack¬ 
aged in immediate containers of glass 
which meet the test for tight containers 
as defined by the U. S. P. Each such 
glass container shall be so sealed that 
the contents cannot be used without de¬ 
stroying such seal. The composition of 
the immediate container and closure 
shall be such as will not cause any change 
in the strength, quality, or purity of the 
contents beyond any limit therefor in 
applicable standards, except that minor 
changes so caused which are normal and 
unavoidable in good packaging, storage, 
and distribution practice shall be dis¬ 
regarded. 

<c> Labeling. Each package of aureo¬ 
mycin ointment shall bear on its label or 
labeling as hereinafter Indicated: 

(1) On the outside wrapper or con¬ 
tainer and the Immediate container of 
the package; 

(!) The batch mark; 

(U> The number of milligrams per 
gram in the batch; and 

(ill) The statement "Expiration date 

_/• the blank being filled in 

with the date which is 24 months after 
the month during which the batch was 
certified. 

(2) On the outside wrapper or con¬ 
tainer: 

(i) Unless it is intended solely for vet¬ 
erinary use and is conspicuously so 
labeled, the statement “Caution: To be 
dispensed only by or on the prescription 

of a_«" the blank being filled 

in with the word “physician** or ''den¬ 
tist** or “veterinarian** or with any com¬ 
bination of two or all of these words, as 
tiie case may be; and 
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(ii) Unless the drug Is Intended solely 
for veterinary use and is so labeled, a 
reference specifically identifying a read¬ 
ily available medical publication con¬ 
taining directions and precautions (in¬ 
cluding contraindications and possible 
sensitization) adequate for the use of 
such ointment; or a reference to a bro¬ 
chure or other printed matter containing 
such directions and precautions, and a 
statement that such brochure and 
printed matter will be sent on request. 

(3) On the circular or other labeling 
within or attached to the package, if the 
drug is intended solely for veterinary 
use. directions and precautions adequate 
for the use of such ointment, including: 

(1) Clinical indications; 

(li) Dosage and administration; 

(ili) Contraindications; and 

(iv) Untoward effects that may ac¬ 
company administration. 

(d > Requests for certification; samples. 
(1) In addition to complying with the 
requirements of 5 146.2, a person who re¬ 
quests certification of a batch of aureo¬ 
mycin ointment shall submit with his 
request a statement showing the batch 
mark, the number of packages of each 
size in such batch, the batch mark and 
(unless It was previously submitted) the 
date on which the latest assay of the 
aureomycin used In making such batch 
w’as completed, the quantity of each in¬ 
gredient used in making the batch, the 
date on which the latest assay of the 
drug comprising such batch was com¬ 
pleted, and that each component of the 
ointment base used conforms to the re¬ 
quirements prescribed therefor by this 
section. 

(2) Except as otherwise provided by 
subparagraph <4) of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the following, 
made by him on an accurately repre¬ 
sentative sample of: 

<i> The batch; potency and moisture. 

(ii) The aureomycin used in making 
the batch; potency, toxicity, moLsture, 
pH, and crystallinity. 

<3> Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit In connection 
with his request. In the quantities here¬ 
inafter Indicated, accurately representa¬ 
tive samples of the following: 

(i) The batch: one package for each 
5.000 packages in the batch, but In no 
case less than five packages or more than 
12 packages, collected by taking single 
packages at such intervals throughout 
the entire time of packaging the batch 
that the quantities packaged during the 
intervals are approximately equal. 

(ii) The aureomycin used in making 
the batch; ten packages, containing ap¬ 
proximately equal portions of not less 
than 60 mg. each, packaged in ac¬ 
cordance with the requirements of 
l 146.201 (b). 

(ill) In case of an initial request for 
certification, the ingredients used in 
making the ointment base of the batch; 
one package of each containing approxi¬ 
mately 200 gm. 

(4) No result referred to in subpara¬ 
graph (2) (li) of this paragraph, and no 
sample referred to tn subparagraph (3) 


(ii) of this paragraph, is required if such 
result or sample has been previously 
submitted. 

(e) Fees. The fee for the services ren¬ 
dered with respect to each batch of aure¬ 
omycin ointment under the regulations 
in this part shall be: 

(1) $4 00 for each package In the sam¬ 
ples submitted in accordance with para¬ 
graph (d) (3) (i). (11). and (ill) of this 
section; and 

(2) If the Commissioner considers 
that investigations, other than examina¬ 
tion of such packages, are necessary to 
determine whether or not such batch 
complies w ith the requirements of i 145.3 
for the issuance of a certificate, the cost 
of such investigations. 

The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fee 
Is covered by an advance deposit main¬ 
tained in accordance with 5 146.8 (d). 

5 146.203 Aureomycin troches (“.u- 
reomycin hydrochloride troches) —(a) 
Standards of identity , strength , quality . 
and purity. Aureomycin troches are 
troches composed of crystalline aureo¬ 
mycin and one or more suitable and 
harmless diluents, binders, and lubri¬ 
cants, with or without one or more suit¬ 
able and harmless colorings and flavor¬ 
ings. The potency of each troche Is not 
less than 5 mg.; the moisture content Is 
not more than 2%. The aureomycin used 
conforms to the requirements of 5 146.201 
(a), except subparagraphs (1), (2), (4), 
and <5) of 5 146.201 (a), but its potency 
Is not less than 750 micrograms per milli¬ 
gram. Each other substance used, if its 
name is recognized in the U. S. P. or 
N. F.. conforms to the standards pre¬ 
scribed therefor by such official com¬ 
pendium. 

(b) Packaging. Unless each aureo¬ 
mycin troche is enclosed In foil or plastic 
film and such enclosure Is a tight con¬ 
tainer as defined by the U. S. P.. except 
the provision that It shall be capable of 
tight reclosure, the Immediate container 
shall be a tight container as so defined. 
The Immediate container may also con¬ 
tain a desiccant separated from the 
troches by a plug of cotton or other like 
material. The composition of the im¬ 
mediate container, or foil or film en¬ 
closure. shall be such as will not cause 
any change in the strength, quality, or 
purity of the contents beyond any limit 
therefor In applicable standards, except 
that minor changes so caused w r hich are 
normal and unavoidable In good pack¬ 
aging. storage, and distribution practice 
shall be disregarded. 

(c) Labeling. Each package of aureo¬ 
mycin troches shall bear, on its label or 
labeling as hereinafter indicated, the fol¬ 
lowing: 

(1) On the outside wrapper or con¬ 
tainer and the Immediate container: 

(1) The batch mark: 

(li) The number of milligrams in each 
troche of the batch; and 

(ill) The statement “Expiration date 

__", the blank being filled in 

with the date which L* 24 months after 
the month during which the batch was 
certified. 







Saturday , December 30, 1950 

( 2) On the outside wrapper or con* 

tnlner: 

(1) The statement ‘'Caution: To be dis¬ 
pensed only by or on the prescription of 

a_ ", the blank being filled 

in with the word "physician" or "dentist" 
or both, as the case may be: and 
(il> A reference specifically identifying 
a readily available medical publication 
containing directions and precautions 
(Including contraindications and possible 
sensitization) adequate for the use of 
such troches; or a reference to a brochure 
or other printed matter containing such 
directions and precautions, and a state¬ 
ment that such brochure and printed 
matter will be sent on request. 

(d) Requests for certification ; sam pies. 
(1) In addition to complying with the 
requirements of 5 146.2, a person who re¬ 
quests certification of a batch of aureo¬ 
mycin troches shall submit with his re¬ 
quest a statement showing the batch 
mark, the number of packages of each 
size in such batch, the batch mark and 
mnless it was previously submitted) the 
date on which the latest ^assay of the 
aureomycin used in making such batch 
was completed, the number of milligrams 
in each troche, the quantity of each In¬ 
gredient used in making the batch, the 
date on which the latest assay of the 
troches comprising such batch was com¬ 
pleted. and a statement that each ingre¬ 
dient used in making the batch conforms 
to the requirements prescribed therefor 
by this section. 

(2> Except as otherwise provided in 
subparagraph (4) of this paragraph, such 
person shall submit in connection with 
his request results of the tests and assays 
listed after each of the following, made 
by him on an accurately representative 
sample of: 

(1) The batch; average potency per 
troche and average moisture. 

(il) The aureomycin used In making 
the batch: potency, toxicity, moisture, 
pH. and crystallinity. 

<3) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit In connection 
with his request, in the quantities here¬ 
inafter indicated, accurately represen¬ 
tative samples of the following: 

(1) The batch; one troche for each 
5,000 troches in the batch, but in no case 
less than 20 troches or more than 100 
troqhes, collected by taking single troches 
at such intervals throughout the entire 
time the troches are being made that the 
quantities made during the intervals are 
approximately equal. 

(ii) The aureomycin used in making 
the batch; 10 packages, each containing 
approximately equal portions of not less 
than 60 mg., packaged In accordance 
with the requirements of $ 146,201 (b). 

(ill) In case of an initial request for 
certification, each other substance used 
in making the batch; one package of 
each containing approximately 5 gm. 

(4) No result referred to in subpara¬ 
graph (2) (II) of this paragraph, and no 
sample referred to In subparagraph <3) 
(ii) of this paragraph, is required if such 
result or sample has been previously sub¬ 
mitted. 

(e> Fees. The fee for the service 
rendered with respect to each batch of 
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aureomycin troches under the regula¬ 
tions in this part shall be: 

(1) $1.00 for each troche in the sample 
submitted in accordance with paragraph 
(d) (3) (l) of this section. $4.00 for each 
package in the samples submitted in ac¬ 
cordance with paragraph (d) (3) (il) 
and (iii) v of this section; and 

(2) If the Commissioner considers 
that investigations, other than examina¬ 
tion of such troches, are necessary to de¬ 
termine whether or not such batch com¬ 
plies with the requirements of fi 146 3 for 
the issuance of a certificate, the cost of 
such investigations. 

The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with § 146.8 (d). 

$ 146 204 Aureomycin capsules ( aure¬ 
omycin hydrochloride capsules ) — (a) 
Starytards of identity . strength , quality , 
and purity , Aureomycin capsules are 
capsules composed of crystalline aurco- 
mycin, with or without one or more suit¬ 
able and harmless buffer substances, 
diluents, binders, lubricants, colorings, 
and flavorings, enclosed in a hard gelatin 
capsule. The potency of each capsule Is 
not less than 50 mg. Its moisture content 
is not more than 2 percent. The aureo¬ 
mycin v ;ed conforms to the requirements 
of §1<£201 <a>. except subparagraphs 
<2>, (4). and (5) of $ 148.201 <a). Each 
other substance used, if its name Ls rec¬ 
ognized in the U. S. P. or N. F.. conforms 
to the standards prescribed therefor by 
such official compendium. 

<b) Packaging. Unless each aureomy¬ 
cin capsule is enclosed in a foil or plastic 
film and such enclosure is a tight con¬ 
tainer as defined by the U. S. P.. except 
the provision that it shall be capable of 
tight reclosurc, the Immediate container 
shall be a tight container as so defined. 
The Immediate container may also con¬ 
tain a desiccant separated from the cap¬ 
sules by a plug of cotton or other like 
material. The composition of the im¬ 
mediate container, or of the foil or film 
enclosure, shall be such as will not cause 
any change In the strength, quality, or 
purity of the contents beyond any limit 
therefor In applicable standards, except 
that minor changes so caused which are 
normal and unavoidable in good pack¬ 
aging, storage, and distribution practice 
shall be disregarded. 

(c) Labeling. Each package of au¬ 
reomycin capsules shall bear, on its label 
or labeling as hereinafter indicated, the 
following: 

(I) On the outside wrapper or con¬ 
tainer and the Immediate container: 

(1) The batch mark; 

(il) The number of milligrams In each 
capsule of the batch; 

(ill) The statement "Expiration date 

-." the blank being filled in with the 

date which is 36 months after the month 
during which the batch was certified. 

(2) On the outside wrapper or con¬ 
tainer: 

(i) Unless it is intended solely for 
veterinary use and is conspicuously so 
labeled, the statement "Caution: To bo 
dispensed only by or on the prescription 

of a--- M the blank being filled 

in with the words "physician" or "den¬ 
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tist" or "veterinarian" or with any com¬ 
bination of two or all of these words, as 
the case may be; and 

(ii) Unless it Is intended solely for 
veterinary U3C and is so labeled a refer¬ 
ence specifically identifying a readily 
available medical publication containing 
directions and precautions (including 
contraindications and possible sensitiza¬ 
tion) adequate for the use of such aureo¬ 
mycin capsules; or a reference to a 
brochure or other printed matter con¬ 
taining such directions and precautions, 
and a statement that such brochure or 
printed matter will be sent on request 
(3) On the circular or other labeling 
within or attached to the package, if it 
is intended solely for veterinary use. di¬ 
rections and precautions adequate for 
the use of such aureomycin capsules, 
including: 

(l> Clinical indications; 

(ii) Dosage and administration; 

(ill) Contraindications; and 
(iv) Untoward effects that may ac¬ 
company administration, including those 
from any buffer substance present 

If two or more such Immediate con¬ 
tainers are in such package, the number 
of such circulars or other labeling shall 
not be less than the number of such 
containers. 

(d) Requests for certification: sam¬ 
ples. (1) In addition to complying with 
the requirements of $ 146,2, a person who 
requests certification of a batch of aureo¬ 
mycin capsules shall submit with his re¬ 
quest a statement showing the batch 
mark, the number of packages of each 
size in such batch, the batch mark and 
(unless it was previously submitted) the 
date on which the latest assay of the 
aureomycin used in making such batch 
was completed, the number of milli¬ 
gram^ in each capsule, the quantity of 
each ingredient used In making the 
batch, the date on which the latest assay 
of the drug comprising such batch was 
completed, and a statement that each 
ingredient used In making the batch 
conforms to the requirements prescribed 
therefor, if any. by this section. 

(2) Except as otherwise provided In 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the following, 
made by him on an accurately repre¬ 
sentative sample of: 

(1) The batch: average potency per 
capsule and average moisture. 

(ii) The aureomycin used in making 
the batch; potency, toxicity, moisture. 
pH, and crystallinity. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit In connection 
with his request. In the quantities here¬ 
inafter indicated, accurately representa¬ 
tive samples of the following: 

(1) The batch; one capsule for each 
6,000 capsules in the batch, but in no case 
less than 20 capsules or more than 100 
capsules, collected by taking single cap¬ 
sules at such intervals throughout the 
entire time of preparation that the 
quantities encapsulated during the In¬ 
tervals are approximately equal. 

(il) The aureomycin used in making 
the batch; ten packages, each contain- 
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lng approximately equal portions of not 
less than 60 mg., packaged In accordance 
with the requirements of § 146.201 (b). 

(ill) In case of an initial request for 
certification, each buffer substance, 
diluent, binder, lubricant, coloring, and 
flavoring used in making the batch; one 
package of each containing approxi¬ 
mately 5 gm. 

(4) No result referred to in subpara¬ 
graph (2) <ii) of this paragraph, and no 
sample referred to in subparagraph (3) 
(ii) of this paragraph, is required if such 
result or sample has been previously sub¬ 
mitted. 

<e> Fees. The fee for the services 
rendered with respect to each batch of 
aurcomycln capsules under the regula¬ 
tions in this part shall be: 

(1) $1.00 for each capsule in the sample 
submitted in accordance with paragraph 
(d> (3> (t) of this section. $4.00 for each 
package in the samples submitted in ac¬ 
cordance with paragraph (d) (3) (11) 
and (111) of this section; and 

(2) If the Commissioner considers 
that investigations, other than examina¬ 
tion of such capsules and packages, are 
necessary to determine whether or not 
such batch complies with the require¬ 
ments of § 146 3 for the Issuance of a cer¬ 
tificate, the cost of such Investigations. 

The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification, unless such fee 
Is covered by an advance deposit main¬ 
tained in accordance with 5 146.8 <d). 

9 148.205 Aurcomycln powder (aureo - 
mycln hydrochloride powder )—(a) 
Standards of identity , strength, quality, 
and purify. Aureomycin powder Is crys¬ 
talline aureomycln with or without suit¬ 
able and harmless buffer substances, 
diluents, colorings, and flavorings. Its 
content of aureomycin is not less £han 
15 mg. per gram of powder. Us mois¬ 
ture content is not more than 2 percent. 
The aureomycin used conforms to the 
requirements of 5 146.201 (a), except 
subparagraphs (2). (4), and <5> of 
5 146.201 (a). Each other substance 
used, if its name is recognized In the 
U. S. P. or N. F., conforms to the stand¬ 
ards prescribed therefor by such official 
compendium. 

(b) Packaging . In all cases the imme- 
mediate container of aureomycin powder 
shall be a tight container as defined by 
the U. S. P. The composition of the im¬ 
mediate container shall be such as will 
not cause any change In the strength, 
quality, or purity of the contents beyond 
any limits therefor In applicable stand¬ 
ards. except that minor changes so 
caused which are normal and unavoid¬ 
able in good packaging, storage, and dis¬ 
tribution practice shall be disregarded. 

(c) Labeling. Each package of aureo¬ 
mycin powder shall bear on its label or 
labeling as hereinafter Indicated, the 
following: 

(1) On the outside wrapper or con¬ 
tainer and the immediate container: 

(1) The batch mark; 

<U> The number of milligrams per 
gram in the immediate container; 

(hi) The statement “Expiration date 

—-the blank being filled in with 

the date which Is 24 months after the 
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month during which the batch was 
certified. 

(2) On the outside wrapper or con¬ 
tainer: 

(1) Unless it Is intended solely for vet¬ 
erinary use and Is conspicuously so 
labeled, the statement '‘Caution: To be 
dispensed only by or on the prescription 

of a--* the blank being filled 

in with the words “physician" or "den¬ 
tist" or “veterinarian" or with any com¬ 
bination of two or all of these words, as 
the case may be; and 

(ii) Unless it Is intended solely for 
veterinary use and is so labeled, a refer¬ 
ence specifically identifying a readily 
available medical publication containing 
directions and precautions (including 
contraindications and possible sensitiza¬ 
tion) adequate for the use of such aureo¬ 
mycin powder: or a reference to a 
brochure or other printed matter con¬ 
taining such directions and precautions, 
and a statement that such brochure or 
printed matter wdll be sent on request. 

(3) On the circular or other labeling 
within or attached to the package, if it is 
intended solely for veterinary use. direc¬ 
tions and precautions adequate for the 
use of such aureomycin powder, includ¬ 
ing: 

(1) Clinical indications; 

(ii) Dosage and administration; 

(ill) Contraindications; and 

(lv) Untoward effects that may ac¬ 
company administration, including those 
from any buffer substance present. 

If two or more such immediate containers 
are in such package the number of such 
circulars or other labeling shall not be - 
Jess than the number of such containers. 

(d> Request for certification; samples, 
(1) In addition to complying with the re¬ 
quirements of 5 146.2, a person who re¬ 
quests certification of a batch of aureo¬ 
mycin powder shall submit with his re¬ 
quest a statement showing the batch 
mark, the number of packages of each 
size in such batch, the batch mark and 
(unless it was previously submitted) the 
date on which the latest assay of the 
aureomycin used in making such batch 
was completed, the number of milligrams 
In each immediate container, the quan¬ 
tity of each ingredient used in making 
the batch, the date on which the latest 
assay of the drug comprising such batch 
wns completed, and a statement that 
each ingredient used in making the batch 
conforms to the requirements prescribed 
therefor, if any. by this section. 

(2) Except as otherwise provided In 
subparagraph (4) of this paragraph, such 
person shaU submit in connection with 
his request results of the tests and assays 
listed after each of the following, made 
by him on an accurately representative 
cample of: 

(I) The batch; potency and moisture. 

(II) The aureomycin used in making 
the batch; potency, toxicity, moisture, 
pH. and crystallinity. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, such 
person shall submit in connection with 
his request, in the quantities hereinafter 
Indicated, accurately representative sam¬ 
ples of the following: 

(i) The batch; one immediate con¬ 
tainer for each 5.000 containers in the 


batch, but in no case less than 20 such 
containers or more than 100 Immediate 
containers, unless each such container 
is packaged to contain more than 1 gin. 
In which case the sample shall consist of 
l gm. for each 5,000 Immediate contain¬ 
ers in the batch, but in no case less than 
20 gm. or more than 100 gm. Such sam¬ 
ples shall be collected by taking single 
immediate containers or 1-gm. portions 
at such intervals throughout the entire 
time the containers are being filled that 
the quantities made during the intervals 
are approximately equal. 

(ii) The aureomycin used in making 
the batch; ten packages, each containing 
approximately equal portions of not less 
than 60 mg., packaged in accordance 
with the requirements of 5 146.201 (b>. 

(lii) In case of an initial request for 
certification, each buffer substance, dil¬ 
uent. coloring, and flavoring used in 
making the batch; one package of each 
containing approximately 5 gm. 

(4) No result referred to in subpara¬ 
graph (2) (ii) of this paragraph, and no 
sample referred to In subparagraph (3) 
(ii) of this paragraph, is required if such 
result or sample has been previously sub¬ 
mitted. 

(e) Fees. The fee for the services 
rendered with respect to each batch of 
aureomycin powder under the regula¬ 
tions in this part shall be: 

(1) $1.00 for each immediate con¬ 
tainer In the sample submitted in accord¬ 
ance with paragraph (d) (3) (1) of this 
section, $4.00 for each package in the 
samples submitted in accordance with 
paragraph (d) (3) (ii) and (ill), of this 
section; and 

(i) If the Commissioner considers 
that Investigations, other than examina¬ 
tion of such immediate containers, are 
necessary to determine whether or not 
such batch complies with the require¬ 
ments of 5146.3 for the Issuance of a 
certificate, the cost of such investiga¬ 
tions. 

The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fee 
Is covered by an advance deposit main¬ 
tained in accordance with $ 146.8 (d>. 

5 146.206 Aureomycin ophthalmic 
(aureomycin hydrochloride ophthal - 
mic) —(a) Standards of identity , 
strength, quality , and purify. Aureomy¬ 
cin ophthalmic is crystalline aureomycin 
with or without one or more suitable and 
harmless buffers and diluents. Its mois¬ 
ture content is not more than 5%. The 
aureomycin is of such quantity that when 
dissolved as directed the potency of such 
solution is not less than 1.000 micro¬ 
grams per milliliter and maintains Its 
labeled potency after it has been kept 
for 2 days at a temperature of 15* C. 
(59* F.>. Such solution has a pH of 
8.2. ± 0 2. The aureomycin used con¬ 
forms to the requirements of 5 146.201 
(a) except subparagraphs <2>. (4). and 
(5) of § 146.201 (a). Each buffer and 
diluent used, if its name is recognized in 
the U. S. P. or N. F.. conforms to the 
standards prescribed therefor by such 
official compendium. 

(b) Packaging. The immediate con¬ 
tainer of aurcomycln ophthalmic shall 
be a tight container as defined by tha 
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U. S. P.; its closure shall be one through 
which c hypodermic needle cannot be 
introduced; and the container shall be of 
such composition as will not cause any 
change In the strength. Quality, or pur¬ 
ity of the contents beyond any limit 
therefor in applicable standards, except 
that minor changes so caused which are 
normal and unavoidable in good pack¬ 
aging. storage, and distribution prac¬ 
tice shall be disregarded. Each such 
container shall contain not less than 5 
mg., and each may be packaged in com¬ 
bination with a container of the solvent, 
distilled water U. S. P. 

(c) Labeling . Each package shall 
bear on its label or labeling as herein¬ 
after indicated, the following: 

(1) On the outside wrapper or con¬ 
tainer and the Immediate container: 

(1) The batch mark; 

(il) The number of milligrams In the 
Immediate container; 

(111) The statement “Expiration date 

-the blank being filled In with 

the date which Is 36 months after the 
month during which the batch was cer¬ 
tified; and 

(iv) If It Is packaged in combination 
with a container of a solvent, the state¬ 
ment “Warning—Not for injection. 0 

(2) On the outside wrapper or con¬ 
tainer: 

(I) Unless it Is intended solely for 
veterinary use, and is conspicuously so 
labeled, the statement “Caution: To be 
dispensed only by or on the prescription 

of a-” the blank being filled 

in with the word “physician- or “dentist” 
or “veterinarian” or with any combina¬ 
tion of two or all of these words, as the 
case may be; and 

(II) Unless It Is Intended solely for 
veterinary use and is conspicuously so 
labeled, a reference specifically Identify¬ 
ing a readily available medical publica¬ 
tion containing directions and precau¬ 
tions (including contraindications and 
possible sensitization) adequate for the 
use of such aureomycin ophthalmic: or 
a reference to a brochure or other 
printed matter containing such direc¬ 
tions and precautions, and a statement 
that such brochure and printed matter 
will be sent on request 

( 3) On the circular or other labeling 
within or attached to the package, if it 
is intended solely for veterinary use, di¬ 
rections and precautions adequate for 
the use of such aureomycin ophthalmic. 
Including: 

(i) Clinical Indications; 

(11) Dosage and administration: 

(ill) Contraindications; and 

(lv) Untoward effects that may ac¬ 
company administration. 

If two or more such immediate contain¬ 
ers are in such package, the number of 
such circulars or other labeling shall not 
be less than the number of such con¬ 
tainers. 

(d> Request for certification; samples. 
(1) In addition to complying with the 
requirements of $ 146.2, a person who 
requests certification of a batch of aure¬ 
omycin ophthalmic shall submit with his 
request a statement showing the batch 
mark, the number of packages of each 
Ktee in such batch, the batch mark and 
(unless previously submitted) the date 
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on which the latest assay of the aurco- 
mycin used in making such batch, was 
completed, the number of milligrams in 
each immediate container, the quantity 
of each buffer and diluent used in mak¬ 
ing the batch, the date on which the 
latest assay of the drug comprising such 
batch was completed, and a statement 
that each buffer and diluent used in mak¬ 
ing the batch conform to the require¬ 
ments prescribed therefor, if any, by this 
section. 

(2) Except as otherwise provided in 
subparagraph <4> of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the following, 
made by him on an accurately represen¬ 
tative sample of: 

(i) The batch: potency and moisture. 

<ii) The aureomycin used in making 
the batch; potency, toxicity, moisture, 
pH, and crystallinity. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request, in the quantities here¬ 
inafter indicated, accurately representa¬ 
tive samples of the following: 

(1) The batch: one Immediate con¬ 
tainer for each 5.000 immediate con¬ 
tainers in the batch, but in no case less 
than 20 Immediate containers or more 
than 100 Immediate containers, collected 
by taking single immediate containers, 
before or after labeling, at such Intervals 
throughout the entire time of packaging 
the batch that the quantities packaged 
during the intervals are approximately 
equal. 

(il) The aureomycin used In making 
the batch; ten packages, each containing 
approximately equal portions of not less 
than 60 mg. packaged In accordance with 
the requirements of $ 146.201 <b). 

(ill > In case of an Initial request for 
certification, each buffer and diluent 
used In making the batch; one package 
of each containing approximately 5 gm. 

(4) No result referred to in subpara¬ 
graph (2) (li) of this paragraph, and 
no sample referred to In subparagraph 
(3) (11) of this paragraph. Is required 
If such result or sample has been pre¬ 
viously submitted. 

(c) Fees. The fee for the services ren¬ 
dered with respect to each batch under 
the regulations In this part shall be: 

(1) $1.00 for each immediate con¬ 
tainer in the sample submitted in ac¬ 
cordance with paragraph (d) (3) (i), 
$4,00 for each package In the samples 
submitted in accordance with paragraph 
(d) (3) (11) and (Ui> of this section; 
and 

<2) If the Commissioner considers 
that Investigations, other than examina¬ 
tion of such immediate containers, are 
necessary to determine whether or not 
such batch complies with the require¬ 
ments of $ 146.3 for the issuance of a 
certificate, the cost of such investiga¬ 
tions. 

The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fee 
Is covered by an advance deposit main¬ 
tained In accordance with 1146.8 (d>. 

4 146.207 Aureomycin tablets (aureo- 
mycin hydrochloride tablets). Aureomy- 
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cin tablets conform to all requirements 
prescribed by $ 146.204 for aureomycin 
capsules, and arc subject to till proce¬ 
dures prescribed"by f 146.204 for aurco- 
mycin capsules, but If such tablets arc 
represented for vaginal use the potency 
of each such tablet shall not be less than 
250 mg. 

5 146.208 Aureomycin otic <aureomy¬ 
cin hydrochloride of id—(a) Standards 
of identity, strength , quality , and purity, 
Aureomycin otic is a packaged combina¬ 
tion of one immediate container of crys¬ 
talline aureomycin and one immediate 
container of a suitable and harmless 
solution. The aureomycin is of such 
quantity that when dissolved as directed 
the potency of such solution is not less 
than 5 mg. per milliliter after it has been 
kept for 7 days at a temperature of 15* 
C. <59° F.>. The aureomycin used con¬ 
forms to the requirements of f 146.201 

(a), except subparagraphs (2), (4), and 

(5) or 5 146.201 (a). Each substanco 
used in the preparation of the solution 
contained in the packaged combination. 
If its name is recognized in the U. 8. P, 
or N. F., conforms to the standards pre¬ 
scribed therefor by such official compen¬ 
dium. - 

(b) Packaging, Each immediate con¬ 
tainer shall be a tight container as de¬ 
fined by the U. S. P. and shall be of such 
composition as will not cause any change 
liV the strength, quality, or purity of the 
contents beyond any limit therefor in 
applicable standards, except that minor 
changes so caused which are normal and 
unavoidable in good packaging, storage, 
and distribution practice shall be dis¬ 
regarded, 

(c) Labeling. Each package of aure¬ 
omycin otic shall bear on Its label or 
labeling as hereinafter indicate^ the fol¬ 
lowing: 

(1) On the outside wrapper or con¬ 
tainer and on the immediate container 
of the aureomycin; 

<l) The batch mark; 

(II) The number of milligrams In the 
immediate container; 

(III) The statement “Expiration date 

.” the blank being filled in with 

the date which is 24 months after the 
month during which the batch was cer¬ 
tified; and 

(iv) The statement “Warning—Not 
for injection.” 

(2) On the outside wrapper or con¬ 
tainer and on the immediate container 
of the solution in the packaged combi¬ 
nation: 

(1) A statement giving the method of 
dissolving the aureomycin in the solu¬ 
tion; 

(il) The potency per milliliter after 
the aureomycin has been dissolved 
therein; and 

(111) The conditions under which the 
solution should be stored. Including a 
reference to its instability when stored 
under other^conditions, and the state¬ 
ment 4# The solution may be kept in a 
refrigerator for 1 week without signifi¬ 
cant loss of potency.” 

<3) On the outside wrapper or con¬ 
tainer: 

(1) The statement “Caution: To be 
dispensed only by or on the prescription 
of a physician”; and 
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(111 A reference specifically identify¬ 
ing a readily available medical publica¬ 
tion containing directions and precau¬ 
tions (including contraindications and 
possible sensitisation > adequate for the 
use of aureomycln otic; or a reference 
to a brochure or other printed matter 
containing such directions and precau¬ 
tions. and a statement that such bro¬ 
chure or printed matter will be sent to 
physictans on request. 

<d) Request for certification ; samples. 

(1) In addition to complying with the 
requirements of 3 146.2. a person who 
requests certification of a batch of aureo- 
mycin otic shall submit with his request 
a statement showing the batch mark, the 
number of packages of each size in such 
batch, the number of milligrams in each 
Immediate container thereof, the date on 
which the latest assay of the batch was 
completed, the batch mark, and (unless It 
was previously submitted) the date on 
which the latest assay of the aureomy¬ 
cln used in making such batch was com¬ 
pleted, the quantity of each ingredient 
used in making the solution Included in 
the packaged combination, and a state¬ 
ment that such solution conforms to the 
requirements prescribed therefor by this 
section. 

(2) Except as otherwise provided in 
subparagraph <4> of this paragraph, such 
person shall submit in connection with 
his request results of the testa and as¬ 
says listed after each of the following, 
made by him on an accurately repre¬ 
sentative sample of: 

(1) The batch; potency and moisture. 

<ii> The solution after the aureomycln 
has been dissolved therein; potency. 

(ill) The aureomycln used in making 
the batch; potency, toxicity, moisture. 
pH. and crystallinity, 

<3> Except as otherwise provided in 
subparagraph (4) of this paragraph, such 
person shall submit in connection with 
his request. In the quantities hereinafter 
indicated, accurately representative sam¬ 
ples of the following: 

(!) The batch: one package for each 
5.000 packages in the batch, but in no 
case less than 20 packages or more than 
100 packages, collected by taking a single 
package at such intervals throughout the 
entire time of packaging the batch that 
the quantities packaged during the inter¬ 
vals are approximately equal. 

(ii) The aureomycln used in making 
the batch; 10 packages, each containing 
approximately equal portions of not less 
than 60 mg., packaged in accordance 
with the requirements of 5 146.201 (b>. 

(iii) In case of an initial request for 
certification, or when any change is made 
in composition of such solution; 5 pack¬ 
ages of the solution included in the 
combination. 

<4> No result referred to in subpara¬ 
graph (2) <til> of this paragraph, and no 
sample referred to in subparagraph (3) 

(ii) of this paragraph, is required if such 
result or sample has been previously 
submitted. 

(e) Fees. The fee for the services ren¬ 
dered with respect to each batch under 
the regulations in this part shall be: 

(1) $1.00 for each immediate con¬ 
tainer in the sample submitted in accord¬ 
ance with paragraph <d) (3) (1) of this 
section. $4.00 for each package in the 
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samples submitted in accordance with 
paragraph <d) (3) (ii) and (iii) of this 
section: and 

(2) If the Commissioner considers 
that investigations, other than examina¬ 
tion of such packages, are necessary to 
determine whether or not such batch 
complies with the requirements of 3146.3 
for the issuance of a certificate, the cost 
of such investigation. 

The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with 3 146.8 (d>. 

§ 146 209 Aurcomycin dental cones 
< aureomycln hydrochloride dental 
cones). Aureomycln dental cones con¬ 
form to all requirements prescribed by 
I 146.203 for aureomycln troches, and are 
subject to all procedures prescribed by 
3 146.203 for aureomycln troches, except 
that they may contain a suitable local 
anesthetic. 

3146.210 Aurcomycin dental paste 
(aurcomycin hydrochloride dental 
paste). Aureomycln dental paste con¬ 
forms to all requirements prescribed by 
§ 146 202 for aureomycln ointment, and 
is subject to all procedures prescribed by 
$ 146 202 for aureomycln ointment, ex¬ 
cept that: 

(a) Its potency is not less than 30 mg. 
per gram. 

(b) Its moisture content Is not more 
than 3%. 

(c) It contains one or more suitable 
and harmless binders, and it may contain 
one or more suitable and harmless color¬ 
ings and flavorings. 

<d> It is packaged in immediate con¬ 
tainers of glass which meet the tests for 
tight containers as defined by the U. 3. P. 

3 146 301 Chloramphenicol — (a) 
Standards of identity, strength, quality , 
and purity . Chloramphenicol Is a white 
to grayish-white or yellowish-white crys¬ 
talline powder, occurring as needles or 
elongated plates. It is neutral, slightly 
soluble in w'ater. but freely soluble in 
alcohol. It has the chemical formula 
D-(-)-f/ireo-l-p - nitrophenyl - 2 - dl- 
chloracetamido-1.3-propanediol. It is 
so purified and dried that: 

(1) Its potency is not less than 900 ml- 
crograms per milligram; 

(2) It Is sterile; 

(3) It is nontoxic; 

(4) It Is nonpyrogcnic; 

(5) It contains no histamine nor his- 
tamlne-like substances; 

(6) Its pH in saturated aqueous solu¬ 
tion is not less than 4.5 and not more 
than 7.5: 

(7) Its specific rotation in absolute 
ethanol at 20* C. Is +20*±1.5*. and at 
25* C. Is +18.5*±1.5\ 

(8) Its melting point is 151* C.±2°. 

(9) Its extinction coefficient E}^ 

Is 298—9 at 278 m ft when measured in 
aqueous solution. 

(b) Packaging. In ail cases the im¬ 
mediate containers shall be*light con¬ 
tainers as defined by the U. 8. P.. shall 
be sterile at the time of filling and clos¬ 
ing, shall be so sealed that the contents 
cannot be used without destroying the 
seal, and shall be of such composition as 


will not cause any change In the strength, 
quality, or purity of the contents beyond 
any limit therefor in applicable stand¬ 
ards. except that minor changes so 
caused which are normal and unavoid¬ 
able In good packaging, storage, and dis¬ 
tribution practice shall be disregarded. 
In case it is packaged for dispensing, it 
shall be in immediate containers of col¬ 
orless transparent glass, closed by a sub¬ 
stance through w hich a hypodermic nee¬ 
dle may be introduced and withdrawn 
without removing the closure or destroy¬ 
ing Its effectiveness; each such container 
shall contain not more than 1.0 gm.. and 
each may be packaged in combination 
with a suitable and harmless diluent. 

(c) Labeling. Each package shall bear 
on Its label or labeling, as hereinafter 
indicated, the following; 

(1) On the outside wrapper or con¬ 
tainer and the immediate container: 

(1) The batch mark; 

(ii) The numbe. of grams In the im¬ 
mediate container; 

(ill) The statement "Expiration date 

_,* the blank being filled in 

with the date which is 36 months after 
the month during which the batch was 
certified; and 

(iv) The statement "For manufactur¬ 
ing use," "For repacking," or "For manu¬ 
facturing use or repacking." when pack¬ 
aged for repacking or for use as an in¬ 
gredient In the manufacture of another 
drug, as the case may be. 

(2) On the circular or other labeling 
within or attached to the package, if it 
is packaged for dispensing, adequate 
directions for me and warnings as re¬ 
quired by section 502 (f) of the act, 
including; 

(1) Clinical indications; 

(11) Dosage and administration, in¬ 
cluding method of preparation and 
strength of solutions for different routes 
of injection and local application; 

(iii) Contraindications; and 

(iv) Untoward effects that may ac¬ 
company administration, Including sen¬ 
sitization. 

If two or more immediate containers 
are in such package, the number of such 
circulars or other labeling shall not be 
less than the number of such containers. 

(d) Request for certification , check 
tests and assays; samples. (1) In addi¬ 
tion to complying with the requirements 
of 3 146.2. a person who requests certifi¬ 
cation of a batch of chloramphenicol 
shall submit with his request a statement 
showing the batch mark, the number of 
packages of each size in the batch, the 
number of grams in each package, and 
(unless it was previously submitted) the 
date on which the latest assay of the drug 
comprising the batch was completed. 
Such request shall be accompanied or 
followed by the results of tests and assays 
made by him on the batch for potency, 
sterility, toxicity, pyrogens, histamine, 
crystallinity, pH, specific rotation, melt¬ 
ing point, and extinction coefficient. If 
such batch or any part thereof is to be 
packaged rith a solvent, such request 
shall also be accompanied by a statement 
that such solvent conforms to the re¬ 
quirements prescribed therefor by this 
section. 

(2) If such batch Ls packaged for dis¬ 
pensing, such person shall submit with 
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his request a sample consisting of one 
immediate container for each 5.000 im¬ 
mediate containers in such batch, but in 
no case shall such sample consist of less 
than 8 Immediate containers or more 
than 15 immediate containers. 

<3> If such batch is packaged for re¬ 
packing or for use as an ingredient in 
the manufacture of another drug, such 
person shall submit with his request a 
sample containing ten approximately 
equal portions of at least 300 mg. each, 
taken from different parts of such batch; 
each such portion shall be packaged in 
a separate container, and In accordance 
with the requirements of paragraph <b> 
of this section. 

(4) In connection with contemplated 
requests for certification of repacked 
batches of chlorarrfphenicol or batches 
of another drug in the manufacture of 
which it is to be used, the manufacturer 
of a batch which is to be so repacked or 
used may request the Commissioner to 
make check tests and assays on a sample 
of such batch, taken as prescribed by 
subparagraph (3) of this paragraph. 
From the information required by sub- 
paragraph (1) of this paragraph may 
be omitted results of tests and assays 
not required for the batch when used in 
such other drug. The Commissioner 
shall report to such manufacturer re¬ 
sults of such check tests and assays as 
are so requested. 

(c) Fees . The fee for the services 
rendered with respect to each batch un¬ 
der the regulations in this part shall be: 

(1) $10.00 for each immediate' con¬ 
tainer In tlie sample submitted In ac¬ 
cordance with paragraph (d) (3). (3)* 
and (4) of this section; and 

<2) If the Commissioner considers 
that investigations, other than examina¬ 
tion of such immediate containers, are 
necessary to determine whether or not 
such batch complies with the require¬ 
ments of f 146.3 for the issuance of a 
certificate, the cost of such investiga¬ 
tions. 

The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with 8 146.8 <d>. 

8 146.302 Chloramphenicol capsules— 
<a> Standards of identity, strength . 
Quality, and purity. Chloramphenicol 
capsules arc capsules composed of chlor¬ 
amphenicol. with or without the addition 
of one or more suitable and harmless 
diluents, lubricants, colorings, and fla¬ 
vorings. The potency of each capsule is 
not less than 50 mg. The chlorampheni¬ 
col used conforms to the requirements 
of 8 146.301 (a), except subparagraphs 
<2). (4), (5). and (6) of 1 146.301 (a). 
Each other substance used, if its name Is 
recognized in the U. 8. P. or N., F, con¬ 
forms to the standards prescribed 
therefor by such official compendium. 

f b) Packaging . Unless each chlor¬ 
amphenicol capsule is enclosed in a foil 
or plastic film and such enclosure is a 
tight container as defined by the U. 8. P. # 
except the provision that It shall be 
capable of tight rcclosure. the immediate 
container shall be a tight container as 
so defined. The composition of the im¬ 


mediate container, or of the foil or film 
enclosure, shall be such as will not cause 
any change in the strength, quality, or 
purity of the contents beyond any limit 
therefor In applicable standards, except 
that minor changes so caused which are 
normal and unavoidable In good packag¬ 
ing. storage, and distribution practice 
shall be disregarded. 

(c) Labeling. Each package of chlor¬ 
amphenicol capsules shall bear on Its 
label or labeling as hereinafter inmeated. 
the following; 

(1) On the outside wrapper or con¬ 
tainer and the immediate container: 

<i) The batch mark; 

<ii) The number of milligrams in each 
capsule of the batch; and 

(ill) The statement “Expiration date 

-, M the blank being filled In 

with the date which U 36 months after 
the month during which the batch was 
certified. 

<2) On the outside wrapper or con¬ 
tainer: 

Ol) Unless it is intended solely for vet¬ 
erinary use and is conspicuously so 
labeled, the statement “Cuulion: To be 
dispensed only by or on the prescription 

of a-the blank being filled 

in with the words “physician” or “den¬ 
tist 0 or “veterinarian” or with any com¬ 
bination of two or all of these words, as 
the case may be; and 

<ii) Unless it is intended solely for 
veterinary use and is so labeled, a ref¬ 
erence specifically identifying a readily 
available medical publication containing 
directions and precautions (including 
contraindications and possible sensitiza¬ 
tion) adequate for the use of such 
diloramphenicol capsules; or a reference 
to a brochure or other printed matter 
containing such directions and precau¬ 
tions. and a statement that such bro¬ 
chure or printed matter will be sent on 
request. 

<3> On the circular or other labeling 

S i thin or attached to the package, if it is 
(tended solely for veterinary use. direc¬ 
tions and precautions, adequate for the 
use of such chloramphenicol capsules, 
including: 

(i) Clinical Indications; 

<ii> Dosage and administration; 

(ill) Contraindications; and 
(iv) Untoward effects that may ac¬ 
company administration.* 

If two or more such Immediate contain¬ 
ers are in such package, the number of 
such circulars or other labeling shall not 
be less than the number of such con¬ 
tainers. 

(d> Requests for certification; sam¬ 
ples- (1) In addition to complying with 
the requirements of 8 14C-2, a person who 
requests certification of a batch of chlor¬ 
amphenicol capsules shall submit with 
his request a statement showing the 
batch mark, the number of packages of 
each size In such batch, the batch mark 
and (unless It was previously submitted) 
the date on which the latest assay of 
the chloramphenicol used In making such 
batch was completed, the number of mil¬ 
ligrams In each capsule, the quantity of 
each Ingredient used in making the 
batch, the date on which the latest assay 
of the drug comprising such batch was 
completed, and a statement that each 


ingredient used In making the batch con¬ 
forms to the requirements prescribed 
therefor, if any. by this section. 

(2) Except as otherwise provided in 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the following, 
made by him on an accurately repre¬ 
sentative sample of: 

(1) The batch; average potency per 
capsule. 

<il) The chloramphenicol used In 
making the batch; potency, toxicity, 
crystallinity, specific rotation, melting 
point, and extinction coefficient. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit In connection 
with his request. In the quantities here¬ 
inafter indicated, accurately representa¬ 
tive samples of the following: 

(I) The batch; one capsule for each 
5.000 capsules In the batch, but in no 
case less than 20 capsules or more than 
100 capsules, collected by taking single 
capsules at such Intervals throughout 
the entire time pf preparation that the 
quantities encapsulated during the in¬ 
tervals are approximately equal. 

(II) The chloramphenicol used in mak¬ 
ing the batch; ten packaaas. ffrch con¬ 
taining approximately equal portions of 
not less than 300 mg. each, packaged In 
accordance with the requirements of 
8 146 301 (b). 

(iii) In case of an Initial request for 
certification, each diluent, lubricant, 
coloring, and flavoring used in making 
the batch; one package of each contain¬ 
ing approximately 5 gm. 

(4) No result referred to in subpara¬ 
graph <2) <11) of this paragraph, and 
no sample referred to in subparagraph 
(3) (11) of this paragraph. Is required 
if such result or sample has been pre¬ 
viously submitted. 

(e) Fees. The fee for the services 
rendered with respect to each batch or 
chloramphenicol capsules under the 
regulations In this part shall be: 

(1) $1.00 for each capsule in the sam¬ 
ple submitted in accordance with para¬ 
graph (d) (3) (1) of this section. $4 00 
for each package in the samples sub¬ 
mitted in accordance with paragraph 
(d) (3) Ml) And (ill) of this section; and 

(2) If the Commissioner considers 
that investigations, other than examina¬ 
tion of such capsule and packages, are 
necessary to determine whether or not 
such batch complies with the require¬ 
ments of 8 146.3 for the issuance of a 
certificate, the cost of such Investiga¬ 
tions. 

The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fee 
Is covered by an advance deposit main¬ 
tained In accordance with 8 146.8 <d>. 

8 146.401 Bacitracin —(a) Standards 
of identity, strength, quality , and purity . 
Bacitracin Is a white to brown, neutral 
water-soluble polypeptide. It Is so puri¬ 
fied and dried that: 

(1) Its potency Is not less than 40 
units per milligram; 

(2) It is sterile; 

(3) It Is nontoxic; J 

(4) It is nonpyrogenic; / 







9r>06 

(5) Its moisture content is not more 
than 5%; 

(6) Its pH in aqueous solution of 
10,000 units per milliliter is not less than 
5.5 and not more th ;n 7.5. 

<t» Packaging. In all cases the im¬ 
mediate containers shall be tight con¬ 
tainers as defined by the U. 8. P.. shall 
be sterile at the time of filling and clos¬ 
ing. shall be so sealed that the contents 
cannot be used without destroying the 
seal, and shall be of such composition as 
will not cause any change in the strength, 
quality, or purity of the contents beyond 
any limit therefor in applicable stand¬ 
ards, except that minor changes so 
caused which are normal and unavoid¬ 
able in good packaging, storage, and dis¬ 
tribution practice shall be disregarded. 
In case it is packaged for topical use. it 
shall be in immediate containers of color¬ 
less transparent glass, closed by a sub¬ 
stance through which a hypodermic 
needle may be introduced and withdrawn 
without removing the closure or de¬ 
stroying its effectiveness; each such con¬ 
tainer shall contain not more than 50.000 
units and may be packaged In combina¬ 
tion with a container of the solvent, wa¬ 
ter for injection U. S. P., physiological 
salt solution U. S. P.. or with a container 
of an aqueous solution of a suitable 
local an<£thi^c. 

(c) Lmeinti 7 . Each package shall 
bear on its label or labeling as herein¬ 
after indicated, the following: 

<1> On the outside wrapper or con¬ 
tainer and the immediate container: 

(1) The batch mark: 

(ii) The number of units In the im¬ 
mediate container: 

Oil) The statement “Expiration date 

-..the blank being filled in 

with the date which is 18 months after 
the month during which the batch was 
certified: and 

(iv) The statement “For manufactur¬ 
ing use," “For repacking/* or “For man¬ 
ufacturing use or repacking/' as the case 
may be, when packaged for repacking or 
for use as an Ingredient in the manu¬ 
facture of another drug. 

(2) On the circular or other labeling 
within or attached to the package, if it 
is packaged for topical use, adequate di¬ 
rections for use and warnings as required 
by section 502 (f) of the act, including: 

(i> Clinical indications; 

(II) Dosage and administration, in¬ 
cluding method of preparation and 
strength of solutions for local applica¬ 
tion; 

(III) The conditions under which such 
solutions should be stored, including a 
reference to their instability when stored 
under other conditions, and the state¬ 
ment “Sterile solution may be kept in 
refrigerator for one week without sig¬ 
nificant loss of potency"; 

(iv) Contraindications; and 

(v) Untoward effects that may accom¬ 
pany administration, including sensitiza¬ 
tion. 

If two or more Immediate containers are 
in such package, the number of such 
circulars or other labeling shall not be 
less than the number of such containers. 

<d> Request for certification , check 
tests and assays; samples. (IIIn addi¬ 
tion to complying with the requirements 


RULES AND REGULATIONS 

of 2 146.2, a person who requests cer¬ 
tification of a batch of bacitracin shall 
submit with his request a statement 
showing the batch mark, the number of 
packages of each size in the batch, the 
number of units in each package, and 
(unless It was previously submitted) the 
date on which the latest assay of the drug 
comprising the batch was completed. 
Such request shall be accompanied or 
follow ed by the results of tests and assays 
made by him on the batch for potency, 
sterilffy. toxicity, pyrogens, moisture, 
and pH. If such batch or any part 
thereof is to be packaged with a solvent 
such request shall also be accompanied 
by a statement that such solvent con¬ 
forms to the requirements prescribed 
therefor by this section. 

(2) If such batch Is packaged for 
topical use such person shall submit with 
his request a sample consisting of one 
immediate container for each 5.000 im¬ 
mediate containers in such batch, but In 
no case shall such sample consist of less 
than six Immediate containers or more 
than 13 Immediate containers, except if 
the total potency contained in such 
immediate containers is less than 100.000 
units and a sample of such batch has not 
been previously submitted under sub- 
paragraph (3) or (4) of this paragraph, 
such person shall submit in addition to 
the quantity specified herein one other 
container which contains a quantity 
sufficient to make the total potency of all 
containers in the sample equal to 
approximately 100.000 units. 

(3) If such batch is packaged for re¬ 
packing or for use as an ingredient In 
the manufacture of another drug, such 
person shall submit with his request a 
sample containing six approximately 
equal portions of at least 500 mg. each, 
taken from different parts of such batch; 
each such portion shall be packaged in a 
separate container, and in accordance 
with the requirements of paragraph (b) 
of this section. 

(4) In connection with contemplate 
requests for certification of repacked 
batches or batches of another drug In 
the manufacture of which it Is to be used, 
the manufacturer of a batch which Is to 
be so repacked or used may request the 
Commissioner to make check tests and 
assays on a sample of such batch, taken 
as prescribed by subparagraph (3) of this 
paragraph. $*om the information re¬ 
quired by subparagraph (1) of this para¬ 
graph may be omitted results of tests and 
assays not required for the batch when 
used In such other drug. The Commis¬ 
sioner shall report to such manufacturer 
results of such check tests and assays as 
are so requested. 

(e) Fees. The fee for the services ren¬ 
dered with respect to each batch under 
the regulations in this part shall be: 

<1> $4 00 for each Immediate con¬ 
tainer in the sample submitted In ac¬ 
cordance with paragraphs (d) (2), (3). 
and (4) of this section; and 

<2) If the Commissioner considers 
that investigations, other than examina¬ 
tion of such immediate containers, are 
necessary to determine whether or not 
such batch complies with the require¬ 
ments of fi 146.3 for the Issuance of a 
certificate, the cost of such Investiga¬ 
tions. 


The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with 2 146.8 (d). 

2 146.402 Bacitracin ointment —(a) 
Standards of identity , strength , quality , 
and purity. Bacitracin ointment Is baci¬ 
tracin In a suitable and harmless oint¬ 
ment base. Its moisture content is not 
more than 1 percent. Its potency is not 
less than 500 units per gram. The bac¬ 
itracin used conf 017 ns to the require¬ 
ments of 5 146.401 *a), except subpara¬ 
graphs d>. (2), and <4> of 2 146.401 (a), 
but its potency is not less than 30 units 
per milligram. Each other substance 
used, if its name is recognized in the 
U. S. P. or N. F., conforms to the stand¬ 
ards prescribed therefor by such official 
compendium. 

(b) Packaging. Bacitracin ointment 
shall be packaged in collapsible tubes, 
which shall be well-closed containers as 
defined by the U. S. P. and which shall 
not be larger than the 2-ounce size, ex¬ 
cept If It Is labeled solely for hospital 
use; but in no case shall it be packaged 
in containers other than collapsible tubes 
If It is represented for ophthalmic use, 
and such tubes shall not be larger than 
the %-ounce size. If it is labeled solely 
for hospital use and it is packaged In 
Immediate containers of glass, such con¬ 
tainers shall meet the test for tight con¬ 
tainers as defined by the U. 8. P. The 
composition of the immediate container 
and closure shall be such as will not cause 
any change in the strength, quality, or 
purity of the contents beyond any limit 
therefor In applicable standards, except 
that minor changes so caused which are 
normal and unavoidable In good pack¬ 
aging. storage, and distribution practice 
shall be disregarded. 

(c) Labeling. Each package of baci¬ 
tracin ointment shall bear, on its label 
or labeling as hereinafter indicated, the 
following: 

(1) On the outside wrapper or con¬ 
tainer and the immediate container: 

(1) The batch mark: 

(ii) The number of units per gram of 
the batch; and 

(ill) The statement “Expiration date 

-," the blank being filled in with 

the date which is not more than 18 
months after the month during which 
the batch was certified. 

(2) On the outside wTappcr or con¬ 
tainer: 

(i) Unless it is intended solely for vet¬ 
erinary use, and is conspicuously so 
labeled, the statement “Caution: To be 
dispensed only by or on the prescription 

of a-/' the blank being filled In 

with the word “physician" or *'dentlst“ 
or “veterinarian" or with any combina¬ 
tion of tw r o or all of these words, as the 
case mav be; and 

(ii) unless the drug is Intended solely 
for veterinary use and is so labeled, a 
reference specifically identifying a read¬ 
ily available medical publication con¬ 
taining directions and precautions (in¬ 
cluding contraindications and possible 
sensitization) adequate for the use of 
such ointment; or a reference to a bro¬ 
chure or other printed matter containing 
such directions and precautions, and a 
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statement that such brochure or printed 
matter will be sent on request. 

(3) On the circular or other labeling 
within or attached to the package, if the 
drug Is Intended solely for veterinary 
use, directions and precautions adequate 
for the use of such ointment, including: 

(1) Clinical indications: 

(ii) Dosage and administration: 

Oil) Contraindications; and 

<lv) Untoward effects that may ac¬ 
company administration. 

(d) Requests for certification; 
samples, (1) In addition to complying 
with the requirements of 5 146.2, a person 
who requests certification of a batch of 
bacitracin ointment shall submit with 
his request a statement showing the 
batch mark, the number of packages of 
each size in such batch, the batch mark 
and (unless it was previously submitted) 
the date on which the latest assay of the 
bacitracin used in making such batch 
was completed, the quantity of each 
ingredient used in making the batch, the 
date on which the latest assay of the 
drug comprising such batch was com¬ 
pleted. and that each component of the 
ointment base used conforms to the re¬ 
quirements prescribed therefor by this 
section. 

(2) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the following, 
made by him on an accurately represent¬ 
ative sample of: 

(i) The batch; potency and moisture. 

(il) The bacitracin used In making the 
batch: potency, toxicity, moisture, and 

PH. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request, in the quantities here¬ 
inafter Indicated, accurately representa¬ 
tive samples of the following: 

(1) The batch; one package for each 
5,000 packages in the batch, but In no 
case less than 5 packages or more than 
12 packages, collected by taking single 
packages at such Intervals throughout 
the entire time of packaging the batch 
that the quantities packaged during the 
intervals are approximately equal. 

(il) The bacitracin used in making 
the batch: six packages, each contain¬ 
ing approximately equal portions of not 
less than 500 mg., packaged in accord¬ 
ance with the requirements of 5 146.401 

(b). 

(lit) In case of an Initial request for 
certification, the Ingredients used in 
makipg the ointment base of the batch; 
one package of each containing approxi¬ 
mately 200 gm. 

(4) No result referred to In subpara¬ 
graph (2) (11) of this paragraph, and 
no sample referred to In subparagraph 
'3) (11) of this paragraph, is required 
If such result or sample has been pre¬ 
viously submitted. 

(e> Fees. The fee for the services 
rendered with respect to each batch of 
bacitracin ointment under the regula¬ 
tions in this part shall be: 

(1) $4.00 for each package In the sam¬ 
ples submitted in accordance with par¬ 
agraph (d) (3) <l) # (Li), and Oil) of 
this section; and 
No. 263-12 


(2) If the Commissioner considers 
that investigations, other than examina¬ 
tion of such packages, are necessary to 
determine whether or not such batch 
complies with the requirements of 
§146.3 for the issuance of a certificate, 
the cost of such investigations. 

The fee prescribed by subparagraph <1) 
of this paragraph shall accompany the 
request for certification unless such fee 
Is covered by an advance deposit main¬ 
tained In accordance with f 146,8 <d>. 

f 146.403 Bacitracin tablet s— (a) 
Standards of identity , strength , quality, 
and purity. Bacitracin tablets arc tab¬ 
lets composed of bacitracin with or with¬ 
out the addition of one or more suitable 
and harmless buffer substances, diluents, 
binders, lubricants, colorings, and flavor¬ 
ings. The potency of each tablet Is not 
less than 1,000 units nor more than 10.- 
000 units. Its moisture content is not 
more than 5 percent. Unless It Is repre¬ 
sented to be used for Inhalation therapy, 
the ba'cltracln used conforms to the re¬ 
quirements of £ 146.401 (a), except sub- 
paragraphs (D, (2>. and <4> of that 
paragraph, but in no case is its potency 
less than 30 units per milligram. If it is 
represented to be used for inhalation 
therapy, the bacitracin used conforms to 
the requirements of §146.401 (a), except 
subparagraphs <2) and (4) of that para¬ 
graph. Each other substance used, if its 
name is recognized in the U. S. P. or 
N. F. f conforms to the standards pre¬ 
scribed therefor by such official com¬ 
pendium. 

(b) Packaging, Unless each bacitra¬ 
cin tablet is enclosed in a foil or plastlo 
film and such enclosure Is a tight con¬ 
tainer as defined by the U. S. P.. except 
the provision that it shall be capable of 
tight reclosure, the Immediate container 
shall be a tight container as so defined. 
The immediate container may also con¬ 
tain a desiccant separated from the tab¬ 
lets by a plug of cotton or other like 
material. The composition of the im¬ 
mediate container, or of the foil or film 
enclosure, shall be such as will not cause 
any change In the strength, quality, or 
purity of the contents beyond any limit 
therefor in applicable standards, except 
that minor changes so caused which are 
normal and unavoidable In good pack¬ 
aging. storage, and distribution practice 
shall be disregarded. 

(c) Labeling. Each package of ba¬ 
citracin tablets shall bear, oti Its label or 
labeling as hereinafter Indicated, the 
following: 

(1) On the outside wrapper or con¬ 
tainer and the immediate container: 

(1) The batch mark: 

(il) The number of units in each tab¬ 
let of the batch; 

(111) The statement “Expiration date 

-the blank being filled in 

with the date which is 12 months after 
the month during which the batch was 
certified. 

(2) On the outside wrapper or con¬ 
tainer: 

(i) Unless It Is Intended solely for 
veterinary use and is conspicuously so 
labeled, the statement “Caution: To bo 
dispensed only by or on the prescription 

of a-,* the blank being filled in 

with the words “physician" or “dentist" 


or "veterinarian" or with any combina¬ 
tion of two or all of these words, as the 
case may be; and 

(il) Unless it is Intended solely for 
veterinary use and Is so labeled, a refer¬ 
ence specifically identifying a readily 
available medical publication containing 
directions and precautions (including 
contraindications and possible sensitiza¬ 
tion > adequate for the use of such 
bacitracin tablets: or a reference to a 
brochure or other printed matter con¬ 
taining such directions and precautions, 
and a statement that such brochure or 
printed matter will be sent on request. 

(3) On the circular or other labeling 
within or attached to the package, if it 
is intended solely for veterinary use, di¬ 
rections and precautions adequate for 
the use of such bacitracin tablets. 
Including: 

(1) Clinical Indications: 

(il) Dosage and administration; 

(iii) Contraindications; and 

(iv) Untoward effects that may ac¬ 
company administration. 

If two or more such immediate contain¬ 
ers are in such package, the number of 
such circulars or other labeling shall not 
be less than the number of such con¬ 
tainers. 

(d) Requests for certification ; sam¬ 
ples. (1) In addition to complying with 
the requirements of § 146.2. a person who 
requests certification of a batch of baci¬ 
tracin tablets shall submit with his re¬ 
quest a statement showing the batch 
mark, the number of packages of each 
size in such batch, the batch mark and 
(unless it was previously submitted) the 
date on which the latest assay of the 
bacitracin used in making such batch 
was completed, the number of units In 
each tablet, the quantity of each ingre¬ 
dient used in making the batch, the date 
on which the latest assay of the drug 
comprising such batch was completed, 
and a statement that each Ingredient 
used in making the batch conforms to 
the requirements prescribed therefor, if 
any. by this section. 

(2) Except as otherwise provided in 
subparagraph (4) of this paragraph, such 
person shall submit in connection with 
his request results of the tests and assays 
listed after each of the following, made 
by him on an accurately representative 
sampfc of: 

(i) The batch; average potency per 
tablet and average moisture. 

(ii) The bacitracin used in making the 
batch; potency, toxicity, moisture, and 
PH. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submtt in connection 
with his request. In the quantities here¬ 
inafter Indicated, accurately representa¬ 
tive samples of the following: 

(1) The batch; one tablet for each 
5,000 tablets In the batch, but in no case 
lessuhan 20 tablets or more than 100 tab¬ 
lets, collected by taking single tablets at 
such intervals throughout the entire time 
of tableting that the quantities tableted 
during the Intervals are approximately 
equal. 

(il) The bacitracin used In making the 
batch; six packages, each containing ap¬ 
proximately equal portions of not less 
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than 500 mg. each, packaged In accord¬ 
ance with the requirements of i 146.401 
<b>. 

(ill) In case of an Initial request for 
certification, each buffer substance, dilu¬ 
ent. binder, lubricant, coloring, and fla¬ 
voring used In making the batch; one 
package of each containing approxi¬ 
mately 5 gm. 

(4) No result referred to in subpara¬ 
graph (2) <U> of this paragraph, and no 
sample referred to In subparagraph (3) 
(ID of this paragraph. Is required if such 
result or sample has been previously sub¬ 
mitted. 

(c) Fees. The fee for the services ren¬ 
dered with respect to each batch of baci¬ 
tracin tablets under the regulations in 
this part shall be: 

(1 > Si CO for each tablet in the sample 
submitted in accordance with paragraph 
(d) (3) (D of this section. $4 00 for each 
package In the samples submitted in ac¬ 
cordance with paragraph (d) (3) (li) 
and (ill) of this section; and 

(2) If the Commissioner considers that 
investigations, other than examination 
of such tablets and packages, are nec¬ 
essary to determine whether or not such 
batch complies with the requirements 
of $ 146 3 for the issuance of a certificate, 
the cost of such Investigations. 

The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with § 146.8 (d). 

5 148404 Bacitracin troches —(a) 
Standards of identity , strength . Quality . 
and purity. Bacitracin troches are 
troches composed of bacitracin, with or 
without ethyl aminobenzoate and with 
one or more suitable and harmless dilu¬ 
ents. binders, lubricants, colorings, and 
flavorings. The potency of each troche 
is not less than 500 units. Its moisture 
content is not more than 5 percent. 
The bacitracin used conforms to the 
requirements of 5 146.401 <a), except 
subparagraphs (1). (2). and (4) of 
5 146.401 (a), but its potency is not less 
than 30 units per milligram. Each other 
substance used, if its name is recognized 
in the U. S. P. or N. F„ conforms to the 
standards prescribed therefor by such 
official compendium. 

(b) Packaging. Unless each bacitracin 
troche is enclosed in foil or plastic film 
and such enclosure Is a tight container 
as defined by the U. 8. P„ except the pro¬ 
vision that it shall be capable of tight 
reclosure, the Immediate container shall 
be a tight container as so defined. The 
immediate container may also contain a 
desiccant separated from the troches by 
a plug of cotton or other like material. 
The composition of the immediate con¬ 
tainer. or foil or film enclosure, shall be 
such as will not cause any change In the 
strength, quality, or purity of the con¬ 
tents beyond any limit therefor in ap¬ 
plicable standards, except that minor 
changes so caused which are normal and 
unavoidable in good packaging, storage, 
and distribution practice shall be disre¬ 
garded. 

<c) Labeling. Each package of bacit¬ 
racin troches shall bear, on its label or 
labeling as hereinafter indicated, the 
following: 


RULES AND REGULATIONS 

(1) On the outside wrapper or con¬ 
tainer and the Immediate container: 

(D The batch mark; 

(11) The number of units of bacitra¬ 
cin and if It contains ethyl aminoben- 
r.oate. the quantity of such ingredient 
in each troche of the batch; and 

(11D The statement “Expiration date 

__, w the blank being filled In 

with the date which is 12 months after 
the month during which the batch was 
certified. 

(2) On the outside wrapper or con¬ 
tainer: 

(D The statement “Caution; To be 
dispensed only by or on the prescription 

of a--.” the blank being filled 

in with the word “physician* - or “den¬ 
tist - ’ or both, as the case may be; and 

(ii) A reference specifically identify¬ 
ing a readily available medical publica¬ 
tion containing directions and precau¬ 
tions (including contraindications and 
possible sensitization) adequate for the 
use of such troches; or a reference^to a 
brochure or other printed matter'con¬ 
taining such directions and precautions, 
and a statement that such brochure and 
printed matter will be sent on request. 

(d) Request for certification; samples . 
(1) In addition to complying with the 
requirements of 5 146.2. a person who re¬ 
quests certification of a batch of bacitra¬ 
cin troches shall submit with his request 
a statement showing the batch mark, 
the number of packages of each size in 
such batch, the batch mark and (unless 
It was previously submitted) the date on 
which the latest assay of the bacitracin 
used in making such batch was com¬ 
pleted. the number of units in each 
troche, the quantity of each ingredient 
used in making the batch, the date on 
which the latest assay of the troches 
comprising such batch was completed, 
and a statement that each ingredient 
used In making the batch conforms to 
the requirements prescribed therefor by 
this section. 

(2) Except as otherwise provided In 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the follow¬ 
ing. made by him on an accurately rep¬ 
resentative sample of: 

(D The batch: average potency per 
troche and average moisture. 

(ID The bacitracin used in making the 
batch; potency, toxicity, moisture, and 
pH. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request, in the quantities here¬ 
inafter indicated, accurately representa¬ 
tive samples of the following: 

(i) The batch; one troche for each 
5.000 troches in the batch, but In no case 
less than 20 troches or more than 100 
troches, collected by taking single troches 
at such intervals throughout the entire 
time the troches are being made, that the 
quantities made during the intervals are 
approximately equal. 

(ii) The bacitracin used in making the 
batch; six packages, each containing ap¬ 
proximately equal portions of not less 
than 500 mg., packaged in accordance 
with the requirements of 5 146.401 (b> • 


(ill) In case of an initial request for 
certification, each other substance used 
In making the batch; one package of 
each containing approximately 5 gm. 

(4) No result referred to In subpara¬ 
graph (2) (ID of this paragraph, and 
no sample referred to in subparagraph 

(3) (ID of this paragraph, is required if 
such result or sample has been pre¬ 
viously submitted. 

<e) Fees. The fee for the service 
rendered with respect to each batch of 
bacitracin troches under the regulations 
In this part shall bo: 

(1) $1.00 for each troche In the sample 
submitted in accordance with paragraph 
(d) (3> (i) of this section, $4.00 for each 
package in the samples submitted in 
accordance with paragraph (d) (3) (ii) 
and Oil) of this section; and 

(2) If the Commissioner considers 
that Investigations, other than examina¬ 
tion of such troches, are necessary to 
determine whether or not such batch 
complies with the requirements of 5 146.3 
for the issuance of a certificate, the cost 
of such investigations. 

The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fee 
Is covered by an advance deposit main¬ 
tained in accordance with § 146.8 <d>. 

f 146.405 Bacitracin with vasocon¬ 
strictor; bacitracin with --— (the 

blank being filled in with the common or 
usual name of the vasoconstrictor)—( a) 
Standards of identity , strength . quality , 
and purity. Bacitracin with vasocon¬ 
strictor is a dry mixture of bacitracin 
and a suitable vasoconstrictor, with or 
without suitable and harmless buffer 
substances, preservatives, colorings, and 
flavorings, or it is a packaged combina¬ 
tion of one immediate container of baci¬ 
tracin and one immediate container of a 
solution of a suitable vasoconstrictor, 
with or without suitable and harmless 
buffer substances, preservatives, color¬ 
ings, and flavorings. The bacitracin is 
of such quantity that when dissolved as 
directed the potency of such solution is 
not less than 260 units per milliliter, and 
maintains its labeled potency after it has 
been kept for 7 days at a temperature of 
15* C. (59* F.h Such solution is Isotonic, 
and has a pH of 6.0. ± 0.5. The moisture 
content of the dry mixture of bacitracin 
wdth vasoconstrictor is not more than 5 
percent. The bacitracin used conforms 
to the requirements of 5 146.401 (a), ex¬ 
cept subparagraphs (2) and <4> of that 
paragraph. Each other substance used, 
if its name is recognized In the U. S. P. 
or N. F., conforms to the standards pre¬ 
scribed therefof by such official com¬ 
pendium. 

(b) Packaging . Each immediate con¬ 
tainer shall be a tight container as de¬ 
fined by the U. 8. P. and shall be of such 
composition as will not cause any change 
in the strength, quality, or purity of the 
contents beyond any limit therefor in 
applicable standards, except that minor 
changes so caused which are normal and 
unavoidable in good packaging, storage, 
and distribution practice shall be dis¬ 
regarded. The immediate container of 
the dry mixture of bacitracin with vaso¬ 
constrictor may be packaged in combina- 
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tion with an Immediate container of a 
suitable diluent. 

(c) Labeling . Each package of baci¬ 
tracin with vasoconstrictor shall bear on 
Its label or labeling, as hereinafter In¬ 
dicated. the following: 

(1) On the outside wrapper or con¬ 
tainer and on the Immediate container 
of the bacitracin: 

(1) The batch mark; 

<ii) The number of units In such con¬ 
tainer; and 

(ill) If it Is a packaged combination 
of one immediate container of bacitracin 
and one immediate container of a vaso¬ 
constrictor, the statement "Expiration 

date-, M the blank being filled in 

with the date which is 18 months after 
the month during which the batch was 
certified. If It Is the dry mixture of 
bacitracin with vasoconstrictor, the 

statement "Expiration date_" 

the blank being filled in with the date 
which is 12 months after the month 
during which the batch was certified. 

(2) On the outside wrapper or con¬ 
tainer and on the immediate container 
of the solution in the packaged combina¬ 
tion: 

(1) A statement giving the method of 
dissolving the bacitracin and. if it is not 
a packaged combination, a statement 
that distilled water U. S. P. should bo 

used; 

(U) The potency per milliliter after 
the bacitracin has been dissolved therein; 

(ill) The statement "Warning: Not 
for injection"; and 

(lv> The conditions under which the 
solution should be stored, including a 
reference to its Instability when stored 
under other conditions, and a statement 
"The solution may be kept at room tem¬ 
perature for 1 week without significant 
loss of potency." 

(3) On the outside wrapper or con¬ 
tainer. unless It is Intended solely for 
veterinary use and is conspicuously so 
labeled: 

(I) The statement "Caution: To be 
dispensed only by or on the prescription 

of a-the blank being filled 

in with the word "physician" or "dentist" 
or "veterinarian" or with any combina¬ 
tion of two or all of these words, as the 
case may be; and 

<li> A reference specifically identify¬ 
ing a readily available medical publica¬ 
tion containing directions and precau¬ 
tions (Including contraindications and 
possible sensitization) adequate for the 
use of bacitracin with vasoconstrictor; or 
a reference to a brochure or other 
printed matter containing such direc¬ 
tions and precautions, and a statement 
that such brochure and printed matter 
will be sent on request. 

(4) If Intended solely for veterinary 
use. directions and precautions adequate 
for the use of such bacitracin with vaso¬ 
constrictor. Including: 

(I) Clinical Indications; 

(II) Dosage and administration; 

Oil) Contraindications; and 

(iv) Untoward effects that may ac¬ 
company administration. 

If two or more such immediate contain¬ 
ers are In such package, the number of 
circulars or other labeling shall not be 
less than such containers. 


(d) Request for certification; samples . 
(1) In addition to complying with the 
requirements of 9 146.2, a person who re¬ 
quests certification of a batch of ba¬ 
citracin with vasoconstrictor shall sub¬ 
mit with his request a statement show¬ 
ing the batch mark, the number of pack¬ 
ages in such batch, the number of units 
in each immediate container, and (unless 
it was previously submitted) the date on 
which the latest assay of the bacitracin 
included in such batch was completed, 
the quantity of each ingredient used in 
making the batch of the dry mixture 
of bacitracin with vasoconstrictor, the 
quantity of each ingredient used in mak¬ 
ing the solution included in the pack¬ 
aged combination, and a statement that 
such solution conforms to the require¬ 
ments prescribed therefor by this sec¬ 
tion. 

(2) Except as otherwise provided in 
subparagraph (4) of this paragraph, such 
person shall submit in connection with 
his request results of the tests and as¬ 
says listed after each of the following, 
made by him on an accurately repre¬ 
sentative sample of: 

(i) The bacitracin Included in the 
packaged combination and the bacitracin 
used in making the batch of the dry 
mixture of bacitracin with vasoconstric¬ 
tor; potency, toxicity, moisture, and pH. 

(II) The solution after the bacitracin 
has been dissolved therein; potency. 

(ill) The batch of the dry mixture of 
bacitracin with vasoconstrictor; po¬ 
tency and moisture. 

• 3) Except as otherwise provided in 
subparagraph (4) of this paragraph, such 
person shall submit in connection with 
his request, in the quantities hereinafter 
indicated, accurately representative 
samples of the following: 

(I) The bacitracin for Inclusion In the 
packaged combination of bacitracin with 
vasoconstrictor; one Immediate con¬ 
tainer tor each 5.000 immediate contain¬ 
ers In the batch but in no case less than 
20 immediate containers or more than 
100 immediate containers, if the baci¬ 
tracin used has been previously sub¬ 
mitted, and not less than 40 immediate 
containers or more than 100 immediate 
containers If the bacitracin used has not 
been previously submitted, collected by 
taking single immediate containers at 
such intervals throughout the entire time 
of packaging the batch that the quanti¬ 
ties packaged during the intervals are 
approximately equal. 

(II) The dry mixture of bacitracin 
with vasoconstrictor; one immediate 
container for each 5.000 immediate con¬ 
tainers in the batch, but in no case less 
than 20 immediate containers or more 
than 100 immediate containers, collected 
by taking single immediate containers 
at such intervals throughout the entire 
time of packaging the batch that the 
quantities packaged during the intervals 
are approximately equal. 

(ill) The bacitracin used in making 
the batch of the dry mixture of baci¬ 
tracin with vasoconstrictor; six pack¬ 
ages. each containing approximately 
equal portions of not less than 500 mg. 
each, packaged in accordance with the 
requirements of 9 146.401 (b). 

(iv) In case of an Initial request for 
certification of a batch of a dry mixture 


of bacitracin with vasoconstrictor, each 
other substance used in making the 
batch; one package of each containing 
approximately 5 gm. 

(v) In case of an initial request for 
certification of the packaged combina¬ 
tion of bacitracin with vasoconstrictor, 
or when any change is made in the com¬ 
position of such solution; five packages 
of the solution Included In the combi¬ 
nation. 

(4) No result referred to in subpara¬ 
graph (2) (i) of this paragraph, and no 
samples referred to In subparagraph (3) 
(1) and (ili> of this paragraph, are re¬ 
quired if such result or samples has been 
previously submitted. 

(e) Fees. The fee for the services 
rendered with respect to each batch of 
bacitracin with vasoconstrictor under the 
regulations in this part shall be: 

(1) $1.00 for each immediate con¬ 
tainer submitted In accordance with 
paragraph (d) (3) (t) and (U) of this 
section, or $2 00 if no such sample is 
submitted: $4.00 for each package sub¬ 
mitted In accordance with paragraph 
(d> <3) (ill), (iv).and (v) of this section; 
and 

(2) If the Commissioner considers 
that investigations, other than examina¬ 
tion of such packages, are necessary to 
determine whether or not such batch 
compiles with the . requirements of 
5146.3 for the issuance of a certificate, 
the cast of such Investigations. 

Tlie fee prescribed by subparagraph (l) 
of this paragraph shall accompany the 
request for certification unless such fee 
Is covered by an advance deposit main¬ 
tained in accordance with 9146.8 (d). 

9 146.406 Bacitracin-tyrothricin fro- 
ches. (a) Bacitracin-tyrothrlcin troches 
conform to all requirements prescribed 
by 9 146.404 for bacitracin troches and 
are subject to all procedures prescribed 
by 9 146.404 for bacitracin troches except 
that: 

(1) Each troche contains not less than 
50 units of bacitracin. 

(2) Each troche contains not less than 
1 mg. of tyrothrlcin. 

(3) Each troche may be tableted with 
or without ethyl aminobenzoate. 

(b) In lieu of the directions prescribed 
for bacitracin troches by § 146.404 (c) 
(1) (il) each package shall bear on the 
outside wrapper or container and the 
Immediate container the number of units 
of bacitracin and the number of milli¬ 
grams of tyrothrlcin and ethyl amino¬ 
benzoate in each troche of the batch. 

|F. R. Doc. 50-12593: Filed, Dec. 29. 1950; 
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400 400 Exceptions. 

Authority: || 400.1 to 400 400 Issued 
under sec 301. 48 Star 1252. as amended; 12 
U. 8. C. 1716. Heorg Plan No. 22 of 1950. 15 
P. R 4385. 

$ 400.1 General Federal National 
Mortgage Association (hereinafter called 
•‘FNMA") Is a corporate instrumentality 
of the United States, the capital stock of 
which is wholly-owned by the Housing 
and Home Finance Administrator. Its 
principal powers are prescribed by Title 
in of the National Housing Act, as 
amended (hereinafter called the "NH 
Act** i. FNMA provides a market for the 
purchase and sale of certain real estate 
mortgage loans. It purchases on an 
over-the-counter basis mortgage loans 
guaranteed under certain provisions of 
the Servicemen’s Readjustment Act of 
1944. as amended (hereinafter called the 
*SR Act”), or insured under certain pro¬ 
visions of the NH Act. The mortgages 
which FNMA owns are made available 
for sale to eligible investors. 

5 400 2 Purchase price. The associa¬ 
tion will pay for each eligible mortgage 
purchased by it an amount equal to the 
unpaid principal balance thereof plus 
accrued and unpaid interest at the date 
of disbursement of the purchase price. 

5 400.3 Sales price . The prices at 
which mortgages owned by FNMA ore 
currently made available tor sale may be 
obtained by application to FNMA's local 
offices. 

SUBPART A—MORTGAGE PURCHASE PROGRAM 

1 400.100 Eligibility, This subpart 
contains the principal requirements 
which any mortgage and any mortgage 


seller must meet if the mortgage is to be 
eligible for purchase by FNMA 

ELIGIBLE VA-GUARANTEED MORTGAGES 

I 400.101 Guaranty. Any mortgage 
guaranteed by the Administrator of Vet¬ 
erans* Affairs (hereinafter called a “VA- 
guaranteed mortgage") must have been 
guaranteed pursuant to seettoas 501, 502, 
or 505 (a) of the SR Act. 

5 400.102 VA prior approval VA- 
guaranteed mortgages in connection 
with which the credit and security in¬ 
struments are dated on or after March 1, 
1950. must have been processed through 
the VA prior approval procedure. This 
requirement does not apply to any mort¬ 
gage covered by a commitment contract 
executed by FNMA prior to March 1, 
1950. 

§ 400.103 Extent of guaranty for 
single-family dwelling units. If the im¬ 
provements on the mortgaged premises 
comprise one single-family dwelling 
unit, the original principal amount of 
the mortgage must have been guaran¬ 
teed: (a) in the case of a section 501 
mortgage, to the extent of 60 percent, 
except that when the mortgage <1) is 
covered by a commitment contract exe¬ 
cuted by FNMA prior to March 21. 1950, 
or (2) is covered by a FNMA purchase 
contract, whenever executed, and the 
guaranty became fully effective prior to 
November 1, 1950, the mortgage must 
have been guaranteed to the extent of 
not less than 50 percent or $4,000, which¬ 
ever Is less. The requirement In (2) 
above that the guaranty must have be¬ 
come fully effective prior to November 
1. 1950, will be w r alved. however, if the 
seller establishes to the satisfaction of 
FNMA that the application for loan 
guaranty <VA Form 4-1802), or loan re¬ 
port (VA Form 4-1820), upon which the 
related VA certificate of commitment 
(VA Form 4-1866; was Issued, was filed 
with the Veterans Administration prior 
to April 20, 1950); (b) in the case of a 
section 502 mortgage, to the extent of 50 
percent or $4,000. whichever Is less. 

5 400.104 Extent of guaranty for mul¬ 
tiple-family dwelling units, (a) If the 
Improvements on the mortgaged prem¬ 
ises comprise two or more single-family 
dwelling units, the original principal 
amount of the mortgage must not have 
exceeded the orgtin&l amount of the 
guaranty, plus 50 percent of the purchase 
price or cost of the premises, except that 
If (1 > the mortgage is covered by a com¬ 
mitment contract executed by FNMA 
prior to March 21. 1950, or (2) If the 
seller establishes to the satisfaction of 
FNMA that the application or loan re¬ 
port, upon which the related VA certifi¬ 
cate of comitment w*as Issued, was filed 
with Veterans Administration prior to 
April 20, 1950, the original principal 
amount of the mortgage must not have 
exceeded the original amount of the 
guaranty, plus 60 percent of the purchase 
price or cost of the premises. 

<b> This section contemplates that the 
mortgagors, without exception (except 
spouses), will be veterans whose entitle¬ 
ment to guaranty, without reduction re¬ 
sulting from prior use of all or a portion 
thereof, will be employed to the fullest 


extent provided for by the 8R Act for 
the purposes of the mortgage loan or 
loans under consideration; and It also 
contemplates, when there Is more than 
one veteran-mortgagor, that all such 
veteran-mortgagors will be jointly and 
severally liable for the mortgage debt. 
Included in this section are Instances of 
a single multi-family building contain¬ 
ing two or more single-family dwelling 
units and also Instances of a single par¬ 
cel or realty upon which the Improve¬ 
ments consist of two or more family resi¬ 
dences. The officers of FNMA are au¬ 
thorized to consider any case In Which 
Joint liability is not present. 

5 400.105 Section 502 mortgages. 
The mortgaged premises must be im¬ 
proved by a farm residence, and the orig¬ 
inal principal amount of the mortgage 
must not have exceeded the purchase 
price or cost of the premises (computed 
without the inclusion of the VA- 
oppralsed reasonable value of live stock, 
farm machinery and automotive or other 
farm equipment, if any). 

5 400.106 Section 505 (a) second 
mortgage. The original principal 
amount of the mortgage must not have 
exceeded 20 percent of the purchase price 
or cost of the mortgaged premises; the 
sum of its original principal amount and 
the original amount of the related FHA 
first mortgage must not have exceeded 
$10,000 for each single-family dwelling 
unit covered thereby; it must be guar¬ 
anteed 100 percent by VA. FNMA pur¬ 
chases VA-guaranteed section 505 (a) 
mortgages only when delivered concur¬ 
rently with the related FHA first mort¬ 
gage or If the first mortgage is then 
owned by FNMA. Both mortgages must 
be eligible for purchase. 

5 400.107 Maturity. Each VA mort¬ 
gage must mature not more than 25 
years from the date of the note, or the 
date of assumption of the mortgage debt 
by the veteran-borrower for whom the 
mortgage loan is guaranteed: except, 
that the term may be 30 years as to any 
mortgage that is guaranteed by VA to 
the extent of CO percent. 

5 400.108 Application of gratuity. The 
VA gratuity payment of 4 percent of the 
original amount of the guaranty, or that 
portion thereof to w hich the mortgagor 
may be entitled after reduction or offset 
by reason of any indebtedness of the 
mortgagor to VA, if received by seller 
prior to the delivery of the mortgage to 
FNMA, must have been credited upon 
the loan In the manner required by the 
regulations of the Veterans’ Administra¬ 
tion; If not received prior to the delivery 
of the mortgage to PNMA. seller must 
agree to remit the amount of the gra¬ 
tuity to FNMA promptly after receipt 
thereof. 

5 400.109 Closing costs. The original 
principal amount of a guaranteed mort¬ 
gage, in connection with which the credit 
and security instruments are dated on 
or after March 1. 1950. may not exceed 
the purchase price or cost of the prop¬ 
erty computed without the Inclusion of 
closing costs. This requirement does not 
apply to any mortgage covered by a com¬ 
mitment contract executed by FNMA 
prior to March 1. 1950. 
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1 400.110 Date of first installment . 
The period of time between the date 
of a note* or the date of assumption of 
the mortgage debt by the veteran-bor¬ 
rower for whom the mortgage is guar¬ 
anteed, and the due date of the first in¬ 
stallment of principal and interest shall 
not exceed: (a) Six months, if the 
amortization installments are payable 
monthly or quarterly, except that if in 
such cases the seller establishes to the 
satisfaction of FNMA that the veteran- 
borrower executed the note or assumed 
the mortgage debt prior to Uie com¬ 
mencement of construction, the period 
shall not exceed twelve months; (b) 
twelve months, if the amortization in¬ 
stallments are payable semi-annually or 
annually. 

ELIGIBLE FHA-INSURED MORTGAGES 

1 400.150 Insurance. Any mortgage 
insured by the Federal Housing Commis¬ 
sioner < hereinafter called “FHA-insured 
mortgage") must have been insured pur¬ 
suant to sections 8. 203. 603 or 803 of the 
NH Act. 

VA-GU ARAN TEED AND FHA-1NSURED 
MORTGAGES 

5 400.170 Maximum loan. The original 
principal amount of any mortgage must 
not have exceeded $10,000 for each 
single-family dwelling unit covered 
thereby. 

4 400.171 Interest. Mortgages offered 
to FNMA for purchase must bear interest 
at not less than the following rates: 
FHA-insured section 203 mortgages. 4ft 
percent per annum; all other mortgages. 
4 percent per annum. Interest accruing 
to the day which precedes by one regu¬ 
lar installment period the due date of the 
first full installment of principal and in¬ 
terest. shall have been paid by or for the 
account of the mortgagor. 


cipal office of the seller, or of a branch 
office of seller which FNMA has deter¬ 
mined is adequately equipped to service 
mortgages; or of an office of a bona fide 
agent of seller if both agent and office 
have been approved by FNMA. 

f 400 175 Loan documents and related 
instruments, (a) The notes and secu¬ 
rity instruments must be on standard 
forms approved by FNMA, published by 
FHA or VA and obtainable from their 
respective field offices. 

(b> As a condition of the delivery of 
any mortgage to FNMA, the seller must 
have executed a purchasing and servic¬ 
ing agreement, purchase contract, sell¬ 
er’s statement, and a seller’s certificate, 
each in form prescribed by FNMA. 
Seller must compiy with all the require¬ 
ments of such documents and must also 
comply with such further purchase re¬ 
quirements as FNMA may, from time to 
time, prescribe. 

§ 400.176 Title evidence. The types 
of title evidence which will be acceptable 
to FNMA are enumerated and described 
In the purchasing and servicing agree¬ 
ment 

4 400.177 Additional requirements . 
When a mortgage is delivered to FNMA: 
All payments must be current; seller will 
have complied with the NK Act. and the 
SR Act, if applicable, and the rules and 
regulations respectively promulgated 
thereunder by the Administrator of Vet¬ 
erans Affairs and the Federal Housing 
Commissioner; the guaranty or insur¬ 
ance will be fully effective; the improve¬ 
ments will be undamaged and in all re¬ 
spects ready for occupancy; the seller 
must have no knowledge of any existing 
condition affecting the mortgagor or his 
affairs which in the opinion of the seller 
will cause the mortgage to become 
delinquent. 


gible seller and may offer eligible mort¬ 
gages to FNMA for purchase. The term 
"FHA-approvcd mortgagee." as used 
herein, means an institution, agency, or 
organization that has been approved by 
FHA as the holder of. and the original 
lender upon, a mortgage insured pur¬ 
suant to the provisions of Title I. Title 
H, Title VI, or Title Viil of the NH Act. 
Such term does not include a mortgagee 
that has been approved on the basis of 
being a duly authorized loan correspon¬ 
dent of an approved mortgagee which 
has qualified with FHA to originate loans 
under the NII Act 

SUBPART B—MORTGAGE SERVICING PROGRAM 

4 400.200 Mortgage servicing. Sellers 
arc required to service all VA-gruarnn- 
teed and FHA-insured mortgages pur¬ 
chased by FNMA, except FHA-insured 
section 207. 608 and 803 loans < which 
are serviced by FNMA), but the seller 
is not required to foreclose or bear any 
part of foreclosure expenses. The com¬ 
pensation paid to servicers for the per¬ 
formance of their servicing duties is as' 
set forth in the purchasing and servicing 
agreement. Purchasing and servicing 
agreements are cancellable in whole or 
in part upon thirty days’ written notice 
at the option of FNMA. 

SUBPAXT 0—MORTGAGE SALES PROGRAM 

4 400.300 Eligible purchasers, (a) 
Mortgages purchased by FNMA are 
made available for sale to eligible 
purchasers. 

<b) Any investor that, in the opinion 
of FNMA, is qualified to service the 
mortgage is eligible to purchase VA- 
guaranteed mortgages. 

<c) Any investor that Is an FHA- 
approved mortgagee is eligible to pur¬ 
chase FHA-insured mortgages. 

4 400.301 Procedures, (a) Lists of 
mortgages (by State, county and city) 
owned and available for sale may be 
obtained by prospective purchasers upon 
application to FNMA. 

<b) Prospective purchasers may select 
mortgages in which they are interested 
from the prepared lists. Any number 
of mortgages may be selected by a pros¬ 
pective purchaser to be included in an 
option or sale; and any or all of the 
mortgages included in an option may be 
made the subject of a sale. 

<c) FNMA grants options for reasona¬ 
ble periods during which the mortgaged 
properties may be inspected and the 
mortgage documents examined af 
FNMA’s local offices. Since existing 
servicing arrangements that are trans¬ 
ferred with the mortgages are cancella¬ 
ble on thirty days' notice at the option 
of the owner of the mortgage, purchasers 
will always be able to effect their own 
arrangements for future servicing. 
FNMA will endeavor to comply with the 
wishes of purchasers with respect ar¬ 
ranging closing schedules and other mat¬ 
ters incident to consummating sales. 

(d) In Instances in which both the 
FHA-insured first mortgage and VA- 
guaranteed section 505 <a) second mort¬ 
gage covering the same property are 
owned by FNMA, sale will be made only 
on the basis that the investor wilj pur¬ 
chase both mortgages as a package. 


4 400.172 Amortization. Each mort¬ 
gage, except VA-guaranteed section 502 
mortgages, must provide for amortiza¬ 
tion thereof by the payment of equal 
monthly installments applicable to in¬ 
terest and principal, payable on the first 
day of each month. The installments in 
VA-guaranteed section 502 mortgages 
may be payable on a monthly, quarterly, 
semi-annual or annual basis. Each 
mortgage must provide for additional 
periodic payments to cover ground rents, 
taxes, special assessments, other levies 
and charges, fire and other hazard in¬ 
surance premiums, and mortgage insur¬ 
ance premiums, if any. 

1 400.173 Period of eligibility . Any 
mortgage purchased by FNMA pursuant 
to a purchase contract, must have been 
Initially guaranteed or Insured subse¬ 
quent to February 28. 1950, and such 
guaranty or Insurance must have become 
fully effective not less than two (2) 
months nor more than twelve (12) 
months prior to the date of delivery of 
the mortgage to FNMA for purchase, ex¬ 
cept that a VA-guaranteed section 503 
(a) mortgage is not subject to the two 
months’ waiting period or the cut-off 
date of February 28, 1950. 

4 400.174 Location of premises. The 
mortgaged premises must be located 
within a radius of 200 miles of the prln- 


ELIGXBLX SELLERS 

4 400.190 VA-guaranteed mortgages . 
In order to be eligible to sell any VA- 
guaranteed mortgage to FNMA a lender 
must be within any of the following three 
classifications: 

(a) Any lender that is classified by VA 
ns a "supervised lender" under section 
500 Cd) of the SR Act, Including any 
National bank, State bank, private bank, 
building and loan association, insurance 
company, credit union, or mortgage and 
loan company, which is subject to ex¬ 
amination and supervision by an Agency 
of the United States or of any State or 
Territory. Including the District of 
Columbia. 

<b) Any lender that is approved by 
FNMA for the sale of FHA-insured 
mortgages to FNMA. 

<C> Any lender satisfactory to FNMA 
that is adequately equipped to service 
mortgages and has a net worth of not 
less than $50,000. (Lenders that do not 
qualify under the two foregoing classifi¬ 
cations may apply to FNMA for designa¬ 
tion os an eligible seller; the letter of 
application should describe in careful 
detail the lender’s servicing facilities and 
should transmit a recent financial 
statement.) 

4 400.191 FHA-insured mortgages. 
Any FHA-approvcd mortgagee is an ell- 
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EXCEPTIONS 

5 400 400 Exceptions. In the conduct 
of its affairs, in Individual cases or classes 
of cases, FNMA reserves the right to 
alter or waive any of the requirements 
contained in this part or to impose 
other and additional requirements, and 
it further reserves the right to rescind 
or amend any or all of the regulations 
in this part. 

J. S. Baughman. 

President ; 

Federal National Mortgage Association . 

JP. R. Doc. 60-12464; Piled. Dec. 29. 1960; 

8:46 a. m.) 


TITLE 26—INTERNAL REVENUE 

Chapter I—Bureau of Internal Reve¬ 
nue. Department of the Treasury 

Sub<hopt«r 0—Employment Taxes 

|T. D. 6823) 

[Regs. 128) 

Part 408—Employee Tax and Employee 
Tax Under the Federal Insurance 
Contributions Act: Appucable on and 
After January 1, 1951 

Waiver under section 1426 <b) <9> «B> 
and section 1426 <1) of the Internal 
Revenue Code of exemption from Fed¬ 
eral Insurance Contributions Act taxes 
by an organization exempt from Income 
tax under section 101 (6) of the Internal 
Revenue Code. 

Paragraph 1. On November 17. 1950. 
there was published in the Federal 
Register <15 F. R. 7836) notice of pro¬ 
posed rule making regarding th? pro¬ 
posed regulations relating to section 1423 
(b) <9i <B> and section 1426 <1> of the 
Internal Revenue Code, added by section 
204 of Social Security Act Amendments 
of 1950. No objection to the rules pro¬ 
posed having been received, the regula¬ 
tions set forth below are hereby adopted: 

See 

408.1 Scope of port. 

408.2 Who may waive exemption. 

403.3 Form and effect of waiver. 

408.4 Termination of waiver by organiza¬ 

tion. 

408.5 Termination of waiver by Commis¬ 

sioner. 

Authority: 11408.1 to 4086 issued under 
63 Stat. 178, 26 U. S. C 1429. 

Section 204 (a), (e). and (g) or the Social 
fixetramr Act Amendments or 1950 

. definition or employment 

(a) Effective January 1. 1951, section 1426 
(b) of tlie Internal Revenue Code Is amended 
to read as follows: 

(b) Employment. The term •‘employ¬ 
ment" means • • • any service, of 

whatever nature, performed after 1950 • • • 
by an employee for the person employing 
him • • • : except that • • • such 

tern^shail not include— 

• • • • • 

(9) (A) Service performed by a duly or¬ 
dained. commissioned, or licensed minister 
or a church in the exercise of his ministry 
or by a member of a religious order In the 
exercise of duties required by such order; 

(B) Service performed In the employ of a 
religious, charitable, educational, or other 
organisation exempt from income tax under 
section 101 (6). but this subparagraph shall 


not apply to service performed during the 
period for which s certificate, filed pursuant 
to subsection (1), Is In effect if such service 
Is performed by sn employee (I) whose signa¬ 
ture appears on the Ust filed by such organi¬ 
sation under subsection (1). or <11) who 
became an employee of such organization 
after the calendar quarter in which the 
certificate was filed; 

• • • • • 

(11) (A) • • • 

<B) Service performed in the employ of a 
school, college, or university if such service 
Is performed, by s student who Is enrolled 
and Is regularly attending classes at such 
school, college, or university; 

0 0 0 9* 

(14| 8ervlce performed as a student nurse 
In the employ of a hospital or a nurses* train¬ 
ing school by an indi vldus 1 who is enrolled 
and Is regularly attending classes in a nurses* 
training school chartered or approved pursu¬ 
ant to State law; and service performed as 
an interne in the employ of a hospital by 
an Individual who hoa completed a four 
years’ course In a medical school chartered 
or approved pursuant to State law; 

• • • • • 

(e) Section 1426 of the Internal Revenue 
Code U amended by • • • inserting • • • 
the following: 

• • • • • 

(1) Exemption of religious, charitable, etc., 
organization*— (1) Waiver of exemption by 
organisation. An organization exempt from 
Income tax under section 101 (6) may file a 
certificate (In such form and manner, and 
with such official, as may be prescribed by 
regulations made under this subchapter) 
certifying that It desires to have the Insur¬ 
ance system established by title II of the 
Social Security Act extended to service per¬ 
formed by iu employees and that at least 
two-thirds of 1U employees concur in the 
filing of the certificate. Such certificate may 
be filed only If it Is accompanied by a list 
containing the signature, address, and social 
sreurity account number (If any) of each 
employee who concurs In the filing of the 
certificate. Such Ust may be amended, at 
any time prior to the expiration of the first 
month following the first calendar quarter 
for which the certificate is in effect, by filing 
with such official a supplemental Ust or lists 
containing the signature, address, and social 
security account number (if any) of each 
additional employee who concurs in the filing 
of the certificate. The Ust and any supple¬ 
mental Ust shall be filed In such form and 
manner at may be prescribed by regulations 
made under this subchapter. The certificate 
shall be in effect (for the purposes of sub¬ 
section (b) (9) <B) and for ths purposes of 
section 210 (a) (9) (B) of the Social Security 
Act) for the period beginning with the first 
day following the dose of the calendar quar¬ 
ter in which such certificate Is filed, but in 
no case shall such period begin prior to 
January 1. 1951. The period for which the 
certificate Is effective may be terminated by 
the organization, effective at the end of a 
calendar quarter, upon giving two years* ad¬ 
vance notice in writing, but only If. at the 
time of the receipt of such notice, the cer¬ 
tificate has been in effect for a period of not 
teas than eight years. Th§ notice of termina¬ 
tion may be revoked by the organization by 
giving, prior to the close of the calendar 
quarter specified in the notice of termination, 
a written notice of such revocation. Notice 
of termination or revocation thereof shall be 
filed in such form and manner, and with 
such official, as may be prescribed by regula¬ 
tions made under this subchapter. 

(2) Termination of waiver period by 
Commissioner. If the Commissioner finds 
that any organization which filed a certifi¬ 
cate pursuant to this subsection has failed 
to comply substantially with the require¬ 
ments of this subchapter or Is no longer able 


to comply therewith, the Commissioner shall 
give such organization not less thnn sixty 
days* advance notice In writing thnt tho 
period covered by such certificate will ter¬ 
minate at the end of the calendar quarter 
specified In such notice. Such notloe of 
termination may be revoked by the Com¬ 
missioner by giving, prior to the dose of the 
calendar quarter specified In the notice of 
termination, written notice of such revoca¬ 
tion to the organization. No notice of 
termination or of revocation thereof shall 
be given under this paragraph to an organi¬ 
zation without the prior concurrence of the 
Federal Security Administrator. 

(3) No reneical of tcalecr. In the event the 
period covered by a certificate filed pursuant 
to this subsection is terminated by the or¬ 
ganization. no certificate may again be filed 
by such organization pursuant to this sub¬ 
section. 

• • • • e 

(g) The amendments made by subsections 
•••(e)*** of this section shall 
be applicable only with respect to services 
performed after 1950. 

Section 205 or the Social Secuxitv Act 
Amendments or 1950 

DEFINITION or EMPLOYES 

(a) Section 1426 (d) of the Internal 
Revenue Code is amended to read as fol¬ 
lows: 

(d) Employee . The t$rm '‘employee” 

means— 

(1) Any officer of a corporation; or 

(2) Any individual who. under the usual 
common law rules applicable In determining 
the employer-employee relationship, has the 
statua of an employee; or 

(3) Any Individual (other than an Indi¬ 
vidual who is an employee under paragraph 
(1) cr (2) of this subsection) who performs* 
services for remuneration for any person— 

(A) As an agent-driver or commission- 
driver engaged in distributing meat prod¬ 
ucts, vegetable products, fruit products, bak¬ 
ery products, beverages (other than milk), 
or laundry or dry-cleaning services, for hU 
principal; 

(B) As a full-time life Insurance sales¬ 
man; 

(C) As a home worker performing work, 
according to specifications furnished by the 
person for whom the services are performed, 
on materials or goods furnished by such 
person which are required to be returned to 
such person or a person designated by him, 
If the performance of such services is sub¬ 
ject to licensing requirements under the 
laws of the SUte In which such services are 
performed; or 

(D) As a traveling or city salesman, other 
than as an agent-driver or commission- 
driver. engaged upon a full-time basis in the 
solicitation on behalf of, and the trans¬ 
mission to. his principal (except for side¬ 
line sales activities on behalf of some other 
person) of orders from wholesalers, retailers, 
contractors, or operators of hotels, restau¬ 
rants, or other similar establishments for 
merchandise for resaie or supplies for use In 
their business operations; 

if the contract of service contemplates that 
substantially all of such services are to be 
performed personally by such individual; 
except that an individual shall not bo in¬ 
cluded In the term '‘employee’* under the 
provisions of this paragraph if such Indi¬ 
vidual has a substantial investment In facil¬ 
ities used In connection with the perform¬ 
ance of such services (other than in facili¬ 
ties for transportation). or If the services are 
In the nature of a single transaction not 
part of a continuing relationship with the 
person for whom the services are performed. 

<b) The amendment made by this section 
shall be applicable only with respect to serv¬ 
ices performed after 1930. 
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f 408.1 Scope of part. The regula¬ 
tions in this part relate to the provisions 
of section 1426 (b) <9> <B) and section 
1428 </) of the Federal Insurance Contri¬ 
butions Act. added by section 204 (a > and 
<e) of the Social Security Act Amend¬ 
ments of 1950, approved August 28. 1950. 
Such provisions relate to the waiver of 
exemption from the taxes imposed under 
the Federal Insurance Contributions Act 
by an organization which is exempt from 
income tax under section 101 <6> of the 
Internal Revenue Code and which desires 
to have the insurance system established 
by title II of the 8ocial Security Act ex¬ 
tended to services performed by its em¬ 
ployees. 

5 4C8.2 Who map waive exemption . 
*a> Any organization that is exempt from 
income tax under section 101 <6> of the 
Internal Revenue Code may waive its ex¬ 
emption from the taxes imposed under 
the Federal Insurance Contributions Act 
by filing a certificate on Form SS-15, pro¬ 
vided that at least two-thirds of the em¬ 
ployees of the organization concur in the 
minx of the certificate. The organization 
must be exempt from income tax under 
section 101 (6) for the taxahle year in 
which the certificate is filed; otherwise, 
the Form SS-15 filed by the organization 
is void. 

<b) If the period covered by the cer¬ 
tificate is terminated by the organization, 
no certificate may again be filed by the 
organization under section 1426 d>„ 

I 408.3 Form and effect of waiver. 
<a) The certificate on Form SS-15 shall 
be filed with the collector of internal 
revenue for the district In which is lo¬ 
cated the principal office or principal 
place of business of the organization. 
The organization shall certify in the cer¬ 
tificate that it desires to have the insur¬ 
ance system established by title II of the 
Social Security Act extended to service 
performed by its employees and that at 
least two-thirds of its employees, deter¬ 
mined on the basis of the facts existing 
as of the date the certificate is filed, 
concur in the filing of the certificate. 

<b> All individuals who are employees 
of the organization within the meaning 
of section 1426 (d> of the Federal Insur¬ 
ance Contributions Act. as amended by 
section 205 of the Social Security Act 
Amendments of 1950. shall be Included 
in determining whether two-thirds of 
the employees of the organization con¬ 
cur in the filing of the certificate; except 
that there shall not be included < 1) those 
employees who at the time of the filing 
of the certificate are performing for such 
organization services only of the char¬ 
acter specified in paragraphs <9) (A). 
(11) <B), and (14) of section 1426 <b> of 
the Federal Insurance Contributions Act, 
as amended by section 204 of the Social 
Security Act Amendments of 1950. and 
(2) those alien employees who at the 
time of the filing of the qprtiflcate are 
performing services for such organiza¬ 
tion under an arrangement which pro¬ 
vides for the performance only of services 
outside the United States not on or In 
connection with an American vessel or 
American aircraft. As used In the pre¬ 
ceding sentence, the term "alien em¬ 
ployee’ 4 does not include an employee 
who is a citizen of Puerto Rico or of the 


Virgin Islands, and the term "United 
States’* includes Puerto Rico and the 
Virgin Islands. 

(c) The certificate may be filed only if 
It is accompanied by a list on Form SS- 
15a. containing the signature, address, 
and social security account number (if 
any) of each employee who concurs in 
the filing of the certificate. The list ac¬ 
companying the certificate may be 
amended, at any time prior to the expira¬ 
tion of the first month following the 
first calendar quarter for which the cer¬ 
tificate is in effect, by filing a supple¬ 
mental list or lists on Form SS-15a Sup¬ 
plement. containing the signature, ad¬ 
dress. and social security account num¬ 
ber (if any) of each additional employee 
who concurs in the filing of the certifi¬ 
cate. 

(d> The certificate shall be in effect 
for the period beginning with the first 
day following the close of the calendar 
quarter in which the certificate is filed, 
but in no case shall the effective period 
begin prior to January l. 1951. Thus, if 
the certificate is filed on or before De¬ 
cember 31, 1950. it will be in effect with 
respect to services performed in the em¬ 
ploy of the organization on and after 
January 1. 1951. For termination of the 
waiver, sec 55 408 4 and 408.5. The cer¬ 
tificate is not terminated if the organiza¬ 
tion loses its exemption under section 
101 (6) of the Internal Revenue Code, but 
continues effective with respect to any 
subsequent periods during which the or¬ 
ganization is so exempt. 

(e) Service performed in the employ 
of an organization which 1ms duly filed 
a certificate is not excepted from em¬ 
ployment under section 1426 (b) (9) (B) 
of the Federal Insurance Contributions 
Act. during the period for which the cer¬ 
tificate is in effect, if such service is 
performed by an employee (1) whose 
signature appears on the list filed by the 
organization on Form SS-15a. or on 
Form SS-15a Supplement, or (2) who 
becomes an employee of the organiza¬ 
tion after the calendar quarter in which 
the certificate is filed. Consequently, the 
taxes Imposed under the Federal Insur¬ 
ance Contributions Act will apply to the 
organization and to each employee 
whose services constitute employment 
and whose signature appears on the ac¬ 
companying list or on any supplemental 
list or lists filed within the prescribed 
time, commencing with the first day 
following the close of the calendar quar¬ 
ter in which the certificate is filed ‘but 
in no event prior to January 1. 1951). 
Such taxes will also apply immediately 
with respect to services which constitute 
employment performed by any individual 
who enters the employ of the organiza¬ 
tion on or after the first day following 
the close of the calendar quarter in 
which the certificate is filed. The reem¬ 
ployment by the organization of a former 
employee after the certificate becomes 
effective shall be considered for the pur¬ 
poses of such taxes as a new employment, 
regardless of whether or not such in¬ 
dividual concurred in the filing of the 
certificate. 

(f) In the case of a certificate filed by 
an organization in 1950, an individual 
who performed services for such organi¬ 
zation during the calendar quarter in 


which the certificate was filed and who 
continued to perform services for such 
organization In the next calendar quar¬ 
ter shall not be considered to have be¬ 
gun a new employment solely by reason 
of the change made by section 205 of 
the Social Security Act Amendments of 
1950 in the definition of the term "em¬ 
ployee" in section 1426 (d) of the Fed¬ 
eral Insurance Contributions Act. 

5 408.4 Termination of waiver by or- 
pantzatlon. (a) The period for which 
the certificate is in effect may be termi¬ 
nated by the organization upon giving 
two years* advance notice in writing to 
the Commissioner of Internal Revenue 
of the organization's desire to terminate 
the effect of the certificate at the end 
of a specified calendar quarter, but only 
if. at the time of the receipt of such 
notice by the Commissioner, the certifi¬ 
cate has been in effect for a period of 
not less than eight years. 

(b> In computing the effective period 
which must precede the date of receipt 
of the notice of termination, there shall 
be disregarded any period or periods as 
to which the organization is not exempt 
from income tax under section 101 <6> 
of the Internal Revenue Code. 

<c> The notice of termination may be 
revoked by the organization by giving, 
prior to the close of the calendar quar¬ 
ter specified in the notice of termina¬ 
tion. a written notice to the Commis¬ 
sioner of such revocation. 

9 408 5 Termination of waiver by 
Commissioner, (a) The period for 
which the certificate Is in effect may be 
terminated by the Commissioner of 
Internal Revenue, with the prior con¬ 
currence of the Federal Security Ad¬ 
ministrator. upon a finding -by the 
Commissioner that the organization has 
failed to comply substantially with the 
requirements of the Federal Insurance 
Contributions Act or is no longer able to 
comply therewith. The Commissioner 
shall give the organization not less than 
sixty days’ advance notice in writing 
that the period covered by the certificate 
will terminate at the end of the calendar 
quarter specified In the notice of 
termination. 

(b) The notice of termination may be 
revoked by the Commissioner, with the 
prior concurrence of the Federal Se¬ 
curity Administrator, by giving written 
notice of revocation to the organization 
prior to the close of the calendar quarter 
specified in the notice of termination. 

Par. 2. Effective January 1 . 1951. Reg¬ 
ulations 106, as amended ‘26 CFR. Part 
402), relating to the employees* tax and 
the employers* tax under the Federal In¬ 
surance Contributions Act (subchapter 
A of chapter 9 of the Internal Revenue 
Code), are modified to the extent such 
regulations are inconsistent with the 
regulations promulgated under para¬ 
graph 1 of this Treasury decision. 

Because of the short period of time 
remaining in 1950 and because it is con¬ 
templated by the Social Security Act 
Amendments of 1950 that certificates 
under section 1426 (1) of the Internal 
Revenue Code may be filed in 1950 so as 
to be in effect commencing January 1, 
1951, it is found that it Is .mpracticable 
and unnecessary to issue this Treasury 
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decision subject to the effective data 
limitation of section 4 tc) of the Admin* 
Jstratlve Procedure Act, approved June 

ii. me. 

(seal! Geo. J. Schoeneman, 

Commissioner of Internal Revenue . 

Approved: December 27.1950. 

Thomas J. Lynch, 

Acting Secretary of the Treasury . 

|F R. Doc. 50-12591: Plied. Dec.’29. 1950; 
8:51 a. m.J 


TITLE 32—NATIONAL DEFENSE 

Chapter IV—Joint Regulations of the 
Armed Forces 

Subchapter 0—Military Renegotiation 
Regulation* 

(Arndt. U| 

Part 421— Authority and Organization 
roR Renegotiation 

Part 425—Agreements, Clearances and 
Statements 

Part 427—Military Renegotiation 
Forms 

Part 428— Statutes, Orders and 
Directives 

MISCELLANEOUS AMENDMENTS AND 
CORRECTIONS 

The following corrections and amend¬ 
ments are made to this subchapter: 

1. Part 421 is amended in the follow¬ 
ing respects: J 421.110 is amended as 
follows: Delete the words, "the Circuit 
Court of Appeals or", and the words, 
"for the District of Columbia’*, and In¬ 
sert an to the word "Court" to read 
•’United States Courts of Appeals." 

2. Part 425 is amended in the follow¬ 
ing respects: 5 425.502 is amended as 
follows: Delete therefrom the word, 
"standard". 

(8ec 3. 62 8Ut. 259; 50 U. 8. C. App. Sup., 
11931 

3. Part 427 is amended in the follow¬ 
ing respects: 

a. Section 427.701 Is amended as fol¬ 
lows: In the last sentence of the last 
paragraph of the text of the letter In¬ 
corporated in this section, delete the 
words, "at a price of $2 50." 

b. Section 427.702-1 is amended as fol¬ 
lows: Under the heading "General Com¬ 
ments", delete the second paragraph and 
substitute therefor the following: "The 
Military Renegotiation Regulations, in¬ 
cluding all amendments and supplements 
thereto, printed on sheets punched for a 
standard loose leaf binder, may be pur¬ 
chased from the Superintendent of Doc¬ 
uments. Washington 25, D. C.. by 
subscription only. The Military Rene¬ 
gotiation Policy and Review Board can¬ 
not honor requests for this item." 

c. Section 427.704 is amended as fol¬ 
lows: In the paragraph preceding the 
heading "Section A. Financial State¬ 
ments", delete the second and third sen¬ 
tences thereof and insert the following: 
"Subscriptions for the Military Renego¬ 
tiation Regulations and Amendments 
thereto should be addressed to the Su¬ 


perintendent of Documents, Washington 

25. D. C." 

d. 427.741-3 is amended as follows: 
Delete the word "standard" between the 
words "the" and "form" in the first para¬ 
graph thereof. 

(Sec. 3. 62 Stat. 259: 50 U. 8. C. App. Sup., 
1193) 

4. Part 428 is amended in the following 
respects: 

a. Section 428.841 Is amended to be the 
general heading and to read as follows: 
"$ 428.841 Raw materials exemption ." 

b. Following the general heading, 
namely. "1 428 841 Raw materials exempt 
tion/\ delete the first paragraph before 
the parenthetical note, "(Note: This 
list may be modified from time to time.)", 
and In lieu thereof substitute and insert 
the following new section before the said 
parenthetical note: 

5 428.841-1 List of exempt products . 
Subject to the provisions of } 428.841-2. 
the Military Renegotiation Policy and 
Review Board has determined that con¬ 
tracts and subcontracts for any of the 
products on the following list are exempt 
from renegotiation pursuant to the pro¬ 
visions of Subsection <i> (1) <B» of the 
Renegotiation Act of February 25. 1944, 
as amended, adopted by reference by sec¬ 
tion <d> of the 1948 Act. See § 423.343-1. 

c. Section 428.841-1 is amended by 
adding to the "List of Exempt Products", 
at the end thereof, the following new 
item: 

Zinc ore* and concentrates: zinc anodes, 
barm, oxide, and slabs. 

(Sec. 3, 62 Stat. 259; 50 U. 8. C. App. Sup., 
1193) 

6 The following new section is added 
to read as follows: 

S 428.841-2 Limitation . (a) Subject 

to the provisions of $428,841-2 (b), it 
is determined that each of the products 
listed in § 428.841-1 is "the product of a 
mine, oil or gas well, or other mineral 
or natural deposit, or timber, which has 
not been processed, refined, or treated 
beyond the first form or state suitable 
for industrial use," within subsection 
(I) (1) (B) of the Renegotiation Act of 
February 25. 1944. as amended, adopted 
by reference by subsection (d) of the 
1948 Act. 

(b) This determination is made under 
the principles set forth in $ 423 343-1 of 
this subchapter. The products listed in 
S 428.841-1 are exempt only when they 
represent products of a mine, oil or gas 
well, or other mineral or natural de¬ 
posit, or timber, which have not been 
processed, refined or treated beyond the 
first form or state suitable for industrial 
use and are not exempt if manufactured 
from raw materials which do not fall 
within the above description or which 
have at some prior rtage been processed, 
refined or treated beyond such first form 
or state suitable for industrial use. For 
example, secondary aluminum pigs and 
Ingots are not considered exempted 
products. 

Adopted by the Board: December 7 and 
14. 1950. 


(Sec. 3. 62 8tat. 259: 50 U. 8. C. App 8up„ 
1193. Interprets or applies sec. 508, 56 8Ut. 
964, os amended, aec. 1, 56 Slat. 1013, sec. 
401, 62 Stat. 1049: 26 U. 8, C. 3306. 35 U. 8 C. 
89. 50 U. 8. C. App. Sup.. 1193 note) 

Frank L. Roberts. 
Chairman, Military Renegotia- 
tion Policy and Review Board, 

|F. R. Doc, 50-12388: Filed. Dec 29. I960; 
9:00 a. m.| 


(Appendix A to 8ubpart E of Part 423. 

Arndt. 6) 

Part 423— Determination or Renegoti- 
able Business and Cost 

ceneral classes or types or exempted 
contracts and subcontracts 

Section 423.354, Appendix A (15 F. R. 
6473) hereby is amended, as follows: 

1. Item 6 thereof relating to "Collat¬ 
eral Items" is amended by deleting the 
figure "6" and inserting in lieu thereof 
the following, "8-1". and adding after 
and following the heading, " Collateral 
Items ” a parenthetical note, as follows. 
"(With respect to the period May 21. 
1948, through December 31. 1950).” 

2. By adding a new' item, designated 
as "8-2". to read, as follows: 

8-2. Collateral ffems. (With respect to 
the period January 1,1951, through June 30. 
1951.) 

(a) Exemption. All subcontracts for: 

(1) The sale, furnishing, or Installation, of 
machinery used in the processing of other 
machinery to be used In the processing of 
an end product or of an article incorporated 
therein. 

(2) The sale, furnishing, or Installation of 
component parts of, or subassemblies for, 
machinery Included In (1) above. 

(3) The performance of services directly 
required for the performance of subcontracts 
included In (I) and (2) above. 

As used herein the phrase “used In process¬ 
ing" has the same meaning as set forth in 
f 423833 of the Military Renegotiation Regu¬ 
lations. 

(b) Limitations on Exemption. The ter¬ 
mination date of this exemption Is June 
30. 1951. 

This exemption does not apply to subcon¬ 
tracts where the purchaser of such machin¬ 
ery has acquired It for the account of the 
Government. As used herein the phrase 
“acquired it for the account of the Govern¬ 
ment" means acquired pursuant to an ar¬ 
rangement between the Government and the 
purchaser of such machinery, whereby title 
to such machinery will, or may. at the option 
of the Government, vest In the Government. 

(c) Comment . The ooope of the collateral 
Items exemption as it applied prior to Jan¬ 
uary 1, 1951, excluded from renegotiation 
all subcontracts for Items which did not be¬ 
come a part of the end product or of a 
component Incorporated therein. This ex¬ 
emption excludes from renegotiation a nar¬ 
rower group of subcontracts. The termi¬ 
nation of the exemption which applied 
prior to January 1, 1951, has the effect of 
bringing back within the scope of renegotia¬ 
tion all subcontracts for Items of machinery, 
equipment, cfnd materials which operate 
directly on an end product or of an article 
Incorporated therein by chemical, physical, 
or mechanical methods, such as shaping, 
cutting, constructing, combining, refining, 
assembling, testing, or Inspecting. Further¬ 
more, all subcontracts tor components of 
such machinery, equipment, or materials 
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will likewise be subject to renegotiation. 
Por example, if an aircraft manufacturer 
buys a machine on or after January 1, 1051, 
for use in performing a renegotiate con* 
tract, the purchase of that machine will 
be a subcontract subject to renegotiation. 
Furthermore, purchases made by the manu¬ 
facturer of the machine of components to 
be incorporated therein will likewise be sub¬ 
ject to renegotiation If such purchases are 
made on or after January 1. 1951. 

Adopted by the Board: December 19, 
1950. 

(Sec. 3. 62 Stat. 259; 50 U. 3. C. App. Sup. 
1193) 

Frank L. Roberts, 

Cfiairman. Military Renegotia¬ 
tion Policy and Review Board, 

|F. R. Doc. 50-12389; Piled. Dec. 29, 1950; 
* 9:00 a. m.J 


Chapter XVI—Selective Service 
System 

(Arndt. 15] 

Part 1621— Preparation por 
Classification 

preparing list or registrants 

The Selective Service Regulations are 
hereby amended as follows: 

Paragraph «a) of 5 1621.5 is amended 
to read as follows: 

5 1621.5 Preparation of list of regis¬ 
trants (SSS Form No, J). (a) When the 
local board has completed the number¬ 
ing of the Registration Cards (SSS Form 
No. 1) as prescribed in paragraph (c> of 
9 1621.4 the List of Registrants (SSS 
• Form No. 3> shall be prepared in dupli¬ 
cate and will be a permanent roster of 
all registrants of the local board. A 
separate List of Registrants (SSS Form 
No. 3> shall be prepared by the local 
board for each group of registrants who 
were born in any one year. On each 
List of Registrants <SSS Form No. 3) 
shall be entered the names of the regis¬ 
trants, their dates of birth, their places 
of residence, and their selective service 
numbers. Registrants shall be listed on 
the List of Registrants (SSS Form No. 3) 
in the order of their dates of birth com¬ 
mencing with the oldest registrant ex¬ 
cept that the names of late registrants 
and of registrants whose Registration 
Cards (SSS Form No. 1) are received 
late shall be placed at the bottom of the 
list for registrants of their year of birth. 
(Sec. 10. 62 Stat. 018: 50 U. S. C. App., Sup., 
400. E O. 0979. July 20, 1948. 13 F. R. 4177; 
3 CFR. 1948 Sup.) 

The foregoing amendment to the Se¬ 
lective Service Regulations shall be ef¬ 
fective immediately upon the filing 
hereof with the Division of the Federal 
Register. 

Lewis B. Hershey, 

Director of Selective Service. 

December 28, 1950. 

|P. R. Doc. 50-12385; Filed, Dec. 28. 1950; 

4:50 p. m.| 

No. 253-13 
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TITLE 32A—NATIONAL DEFENSE, 
APPENDIX 

Chapter I—National Production Au¬ 
thority, Department of Commerce 

(NPA Notice) 

p ART 9 —Designation or Scarce 
Materials 

Editorial Note: NPA Notice 1 <F. R. 
Doc. 50-12584>, published at page 9398 of 
the issue for Friday, December 29.1950, is 
hereby designated Part 9 of Title 32A. 
Chapter I, as set forth above, and the 
text of List A is designated "99.1 List 
A —Designation of scarce materials” 


TITLE 39—POSTAL SERVICE 

Chapter I—Post Office Department 

Part 92— Transportation or Mails by 
Railroads 

comprehensive plan op postmaster 

GENERAL 

WHEREAS a revised Comprehensive 
Plan of the Postmaster General for the 
transportation of United States Mall by 
Railroad, effective January 1. 1951, and 
rules and regulations of the Postmaster 
General Implementing service require¬ 
ments of the revised Comprehensive 
Plan, also effective January 1. 1951, have 
been filed with the Interstate Commerce 
Commission and served on Railroad 
Companies engaged in the transporta¬ 
tion of the United States Mails, in con¬ 
nection with the Railway Mail Pay case 
before the Interstate Commerce Com¬ 
mission (L C. C. Docket No. 9200), and, 
in view of the foregoing, it having been 
found that compliance with the notice, 
public rule making procedure, and effec¬ 
tive date requirements of the Adminis¬ 
trative Procedure Act (5 U. S. C. 1003) 
Is unnecessary. 

Now, therefore. It is ordered. That, ef¬ 
fective January 1, 1951, Part 92 of Title 
39. Code of Federal Regulations (39 CFR 
Part 92; 15 F. R, 3485). be amended as 
follows: 

L In the text of Part 92. strike out 
all matter following “RAILWAY MAIL 
PAY" (99 92.52 to 92.61. Inclusive), and 
insert, in lieu thereof, the following: 

COMPREIfEXSIVX PLAN OF THE POSTHASTE* OF.X- 
ARAL ro* THE TRANSPORTATION OF UNITED 
STATES MAIL BT 1AILBOAO 

8*C. 

92.62 IVansportatlon of the mail. 

92.53 Cl&fi&ea and nature of service. 

92.54 Authorizations. 

KUl.ES or THE POSTHASTE* CENTRAL IMPLE¬ 
MENTING srtVlCK REQUIREMENTS OP THE 
COMPREHENSIVE PLAN FOR THE TRANSPORTA¬ 
TION OF UNITED STATES MAIL BT RAILROAD 

02 55 Non-standard railway post-office cars 
and apartments. 

92 56 Non-standard storage care. 

92 57 Authorization of excess service. 

92.58 Malls not to be carried on trains on 
which no space is authorized except 
upon request. 

92 59 Additional space in trains. 

92.60 Storage cor in lieu of. 

92.01 Handling, loading, and unloading of 
storage mail. 
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Sec. 

92.62 Railroad companies not required to 

cut out apartment cars. 

92.63 Mail carried in several cars of train for 

convenience of company. 

92 64 Malls delivered by fast train to be 
forwarded or returned to local point 
on local train, or vice versa, and 
mnlls dispatched on train not due to 
• receive them 

92.65 Distance of authorization. 

92.06 Reports of servlco performed (pay 
claims). 

92.67 Malls not to be carried until ordered 
by Department. 

92.08 Transfer of mall in emergency. 

02.69 Maintenance of transfer offices by 

railroads. % — 

92 70 Railroads to furnish timetables. 

02,71 Advance deliveries by railroad*. 

92 72 Receipt and dispatch of mail late at 
night. 

92.73 Loading of malls. 

92.74 Holding of trains for loading of mall. 

92.75 Exchange of mails at nonstop points. 

92 76 Notice of discontinuance of agency or 

station. 

02 77 Railroad employees handling mailt re¬ 
garded os agents of railroads. 

92 78 Transfer and separation of malls. 

92.79 Duties of mall messenger and railroad 
representative. 

92 80 General superintendents to notify raU- 
roads of changes in pouch list. 

02.81 Letter boxes In railroad depots. 

9282 Train crews not permitted to ride in 
railway post-office cars. 

92 83 Deductions and fines, 

Authoiitt: 1102.52 to 9283 Issued under 
R S. 161. 300. 30 Stat. 410. 425-431, tec*. 304, 

309. 42 Stat. 24. 25; 5 U. S. C. 22. 369, 39 0.8. C. 

623-541, 542-568 

COMPREHENSIVE PLAN OF THE POSTMASTER 
GENERAL FOR THE TRANSPORTATION Or 
UNITED STATES MAIL BY RAILROAD 

5 92.52 Transportation of the mail 

(a) All railway common carriers engaged 
in the transportation of United States 
mail shall transport such mall in the 
manner, under the conditions, and with 
the service prescribed by the Post Office 
Department, and otherwise in accordance 
with the provisions of the Railway Mail 
Pay Act of 1916. 

(b) Any railway common carrier de¬ 
siring to be relieved of the transportation 
of the mail may make application to the 
Post Office Department accordingly, and 
consideration will be given to the grant¬ 
ing of its request in whole or in part as 
the needs of the Postal Service will 
permit. 

(c) Mail shall be carried upon such 
trains as the Post Office Department 
shall designate from time to time in the • 
Interest of the Postal Service, and the 
character of trains carrying the malls 
shall be that of the passenger train op¬ 
erating between passenger or mail han¬ 
dling facilities. When required by the 
interests of the Postal Service, the De¬ 
partment may provide for the movement 

of mail betw een passenger or special mall 
handling facilities in other than passen¬ 
ger trains. 

(d> The transit time of trains upon 
which mail is transported shall be that 
which is maintained by the carriers for 
their general transportation business in 
connection with their published sched¬ 
ules. 


/ 
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(e) Each railway common carrier en¬ 
gaged in the transportation of mail is 
required to furnish such cars as are 
necessary for the service authorized by 
the Post Office Department. 

5 92.53 Classes and nature of service . 

(a) The service shall be of the following 
classes: 

(1) Full railway post office car service . 
Service of this class shall be authorized 
in standard cars, 60 feet in length, in¬ 
side measurement, constructed and fitted 
in accordance with the plans and spec¬ 
ifications approved by the Post Office 
Department for the handling, distribu¬ 
tion. storage, and delivery of mail by 
postal transportation clerks. The re¬ 
quirements for service in such cars shall 
include the sanitation, cleaning, heating, 
lighting, and the furnishing of ice and 
drinking water, both in terminals and 
cn route. When required, such cars shall 
be suitably placed and made available 
for advance distribution before train 
departure. 

<2) Railway post office apartment car 
service . Service of this doss shall be 
authorized in standard apartments, 30 
and 15 feet in length, inside measure¬ 
ment, The apartment shall be separated 
from the remainder of the car by a par¬ 
tition. The requirements for service are 
essentially the same as in full railway 
post office cars with respect to construc¬ 
tion and furnishings, sanitation, clean¬ 
ing. heating, lighting, furnishing of ice 
and drinking water, and the placing of 
apartment cars for advance distribution. 

(3) Storage car service . Service of 
this class shall be authorized in standard 
cars, 60 feet in length, inside measure¬ 
ment. except as hereinafter provided, 
used exclusively for malls. This service 
is the transportation and handling of 
made-up mails in bulk and the require¬ 
ments for this service shall Include the 
maintenance and cleaning of the cars. 
The handling of mail into and from all 
storage cars shall be performed by em¬ 
ployees of the railroad companies under 
instructions of postal employees with 
respect to proper routing and separation 
of mails. 

(4) Lesser storage unit service. Serv¬ 
ice of this class shall be authorized in 
less than full-car units of space in mixed 
traffic, combination, or other cars. This 
service shall be the transportation and 
handling of malls of the same type as 
those handled in storage cars. The re¬ 
quirements for lesser storage unit service 
are the same as for service in storage 
cars. 

(b) Nature of services. The services 
which the railroads are to render in 
connection with mail transportation 
shall be as follows: 

(1) Railroad companies are required 
to perform all necessary switching of 
cars: to load all mall into cars so as to 
obtain maximum utilization of the space 
authorized, including the proper separa¬ 
tion, piling, and storing of such mail; 
and to unload mall from all cars. 
Handling of all mail within railway post 
office cars and apartments shall be per¬ 
formed by postal transportation clerks. 

(2) Railroad companies are required 
to transfer all mails between cars in 
the same train w ? here such transfers arc 
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necessary and required by the Post Of¬ 
fice Department. 

(3) Railroad companies are required 
to take mails in transit from and deliver 
them to Government employees and con¬ 
tractors at on accessible point at rail¬ 
road stations for transfer to and from 
post offices or railroad stations, and to 
transfer malls between trains operating 
into and out of the same railroad sta¬ 
tion. as required by the Post Office 
Department. 

«4> Railroad companies are required 
to furnish all necessary facilities for car¬ 
ing for and handling mails, including 
suitable and adequate space and rooms 
in their stations for storing and transfer 
of mails in transit. They shall also fur¬ 
nish suitable and adequate office space 
for transfer clerks of the Postal Trans¬ 
portation Service when required by the 
Post Office Department. 

*5) Railroad companies are required 
to transport without extra charge the 
persons in charge of the mails and the 
agents and officers of the Post Office 
Department and Postal Transportation 
Service, under the conditions prescribed 
by law and regulations pursuant thereto. 

Railroad companies are required 
to construct, light, and maintain mall 
cranes and other adequate facilities for 
theVxchangc of mails at points or sta¬ 
tions on the run where the train does 
not stop and exchange of mails is neces¬ 
sary. 

(7) Railroad companies are required 
to take the mails from their railroad 
terminals and stations and deliver them 
into post offices, postal stations, and 
Pasta! Transportation Service terminals; 
take the malls from post offices, postal 
stations, and Postal Transportation Serv¬ 
ice terminals, and deliver them into their 
railroad terminals and stations; and take 
the mails from their stations and deliver 
them into other railroad stations'where 
the distance does not exceed 80 rods, 
unless other provision for this service 
is made by the Post Office Department. 

i 02.54 Authorizations. —(a) General 
fl> The anticipated space nceds^of the 
Department shall be reflected by regu¬ 
lar authorizations which shall be re¬ 
stricted to the needs of the service 
between established railway passenger 
or freight division points or Junctions. 
Regular authorizations shall be deter¬ 
mined in accordance with such instruc¬ 
tions as may be issued by the Postmaster 
General. Regular authorlzaUeris for 
railway post office cars and railway post 
office apartments shall remain in effect 
unless and until modified os herein pro¬ 
vided. Regular authorization for other 
classes of service shall be effective for 
a period of one calendar month, subject 
to modification or cancellation of serv¬ 
ice as provided herein. 

<2) Excess service may be requested of 
railroad companies in trains in which no 
unit of space is regularly authorized or 
in trains in which the regularly author¬ 
ized space Is inadequate to accommodate 
the mails available for dispatch. Re¬ 
quests for excess service shall be re¬ 
stricted to the needs of the Service and 
shall be made in accordance with the 
instructions issued by the Postmaster 
General. 


(3) Railroad companies are required 
to anticipate the needs for service only 
to the extent of the regular space au¬ 
thorizations. Where there are excess 
mails and baggage or express or both to 
be loaded, and the available space Is not 
sufficient to accommodate all, the mails 
must be given preference. Railroad 
companies will not, however, be required 
to unload baggage or express In order 
to provide space for the excess mail 

(4) The class, frequency, and distance 
of service to be authorized shall be de¬ 
termined in accordance with the needs 
of the Postal Service and under such 
rules and regulations or instructions as 
shall be prescribed by the Postmaster 
General 

<b> Equipment. (1) Authorization for 
railway post office cars shall be for cars 
of the standard length of 60 feet. 
Authorizations for railway post office 
apartments shall be for the standard 
lengths of 30 or 15 feet, as the needs of 
the Postal Service require. If a railroad 
company Is unable to furnish standard 
railway post office cars and apartment 
cars, the Department may accept non¬ 
standard railway post office equipment 
as a convenience to the carriers provided 
compensation not exceeding pro rata pay 
is accepted for the facilities furnished. 
Any deficiency may be provided in an¬ 
other car in the train when necessary 
and in such case full pay will be made 
for the standard car authorized. 

(2) The Department does not require 
and will not authorize railway post of¬ 
fice equipment longer than the standard 
lengths specified herein. However, as 
a convenience to the carriers, and to 
enable them to obtain revenue from the 
operation of space which otherwise • 
might be unused, the Department will 
accept the excess space beyond the 
standard lengths authorized for the 
accommodation of lesser storage unit 
service w hen needed. 

<3) Cars in excess of 60 feet in which 
a railway post office unit of 60 feet is 
partitioned from the remainder of the 
car may be accepted to fulfill an author¬ 
ization for a railway post office car of 
60 feet. 

(4) When a railroad company is un¬ 
able to furnish cars of the standard 
length authorized for storage car serv¬ 
ice. the Department may accept cars 
less Ulan 60 feet in length. Inside meas¬ 
urement, provided compensation not 
exceeding pro rata pay is accepted for 
the length of the car furnished. The 
Department may accept storage cars of 
greater length than the standard, pro¬ 
vided compensation not exceeding pro 
rata pay is accepted In accordance with 
rules and regulations of the Postmaster 
General 

(c) Modification of authorizations. 

(1) Authorizations for full railway post 
office car service and railway post office 
apartment service shall be subject to 
modification at any time to provide for 
new and additional service, discontin¬ 
uance of service, or reduction in 
service. 

(2) Regular authorizations for stor¬ 
age car service and lesser storage unit 
service shall not be discontinued or re¬ 
duced during the calendar month unless 
discontinuance or reducUon in the serv- 
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ice is necessitated by service changes. 
Regular authorization for storage car 
service and lesser storage unit service 
shall be subject to modification at any 
time to provide for new and additional 
service. 

< 3 > Requests for excess service may be 
made at any time during the calendar 
month. 

(d) Cancellations. (1) Whenever 
there is insufficient mall on any day to 
warrant the operation of a full storage 
car, the regular authorization may be 
cancelled by a representative of the 
Post Office Department at the initial 
point of the run of the car. Reasonable 
advance notice of such cancellation 
shall be given to the railroad company 
at the initial point of the run of the 
car to permit the car to be removed 
from the train. 

(2) Authorizations for classes of 
service other than full storage car serv¬ 
ice shall not be cancelled during the cal¬ 
endar month. 

RULES or THE POSTMASTER GENERAL IMPLE¬ 
MENTING SERVICE REQUIREMENTS Of THE 

COMPREHENSIVE PLAN FOR THE TRANS¬ 
PORTATION OF UNITED STATES MAIL BY 

RAILROAD 

ft 92 55 A fan-standard railway post - 
office cars and apartments . (a) Where 
the railroad company is unable to fur¬ 
nish a standard full or apartment rail¬ 
way post-office car, the operation in lieu 
thereof of a non-standard cor which 
does not provide as much storage space 
os a standard car may be permitted, pro¬ 
vided that pro rata pay is accepted for 
the non-standard car based on the stor¬ 
age space furnished as compared with 
the storage space due in a standard car 
of the unit authorized. Full payment 
will be made, however, when the entire 
deficiency in storage space Is made up. 
when necessary, in another part of the 
train. 

(b) The operation of a smaller rail¬ 
way post-office car man the unit author¬ 
ized which provides sufficient distribu¬ 
tion facilities for the particular run of 
the car may be permitted provided that 
pro rata pay Is accepted based on the 
length of the car furnished as compared 
with the length of the unit authorized. 
If such car is deficient In storage space 
as compared with a standard car. full 
payment may be made on the basis of the 
length of the full or apartment railway 
post-office car furnished, provided the 
entire deficiency in storage space is made 
up. when necessary, in another part of 
the train. 

<c> Where there is a deficiency of dis¬ 
tributing facilities In the railway post- 
office car. the company will be required 
to Install at least such additional facil¬ 
ities as are needed on the particular run 
of the car or cars Involved. 

Nan: The itorage-spac* requirement* In 
linear feet in full and apartment railway 
poet-office cara. based on the atandard plana 
dated April 1, 1949. ara na follows: 60-foot 
full cara, 11 feet 10 Inches; 30-foot apart¬ 
ment cart, 4 feet 9 Inches; and 15-foot apart¬ 
ment cara, 3 feet 2 Inches, 

(d) A passageway or part-width 
apartment railway post-office car may bo 
operated to fill an authorization for a 
standard apartment railway post-office 


car. provided that the number of square 
feet of floor space furnished is equal to 
or greater than the number of square 
feet provided in a standard apartment 
railway post-office car of the size au¬ 
thorized, and provided that pro rata 
pay on the basis of the square feet of 
floor space Is accepted where the floor 
space is less than that in a standard car. 
If such car is deficient in storage space 
ns compared with a standard car. full 
payment may be made on the basis of 
the number of square feet of floor space 
furnished, provided the entire deficiency 
In storage space is made up, when neces¬ 
sary. in another part of the train. 

(e) Apartment railway post-office 
cars on narrow-gauge lines will be re¬ 
garded the same as standard-width cars. 
The amount of storage space required in 
narrow-gauge apartment railway post- 
office cars Is the amount provided by the 
standard plan of a narrow-gauge car 
and not the amount provided by the plan 
for a standard-gauge apartment car. 

5 92.56 Nonstandard storage cars, (a) 
WTiere 60- or 70-foot storage cars are 
authorized and the railroad company is 
unable to furnish cars of such length, 
but furnishes cars of lesser length than 
authorized, the Post Office Department 
may accept such cars provided pro rata 
compensation is accepted based on the 
length cf the car furnished and used. 

<bi Where a 70 foot car Is authorized, 
the Department may accept a car of 
greater length provided compensation 
for a 70 foot car is accepted where the 
volume of mall does not exceed 70 feet, 
and w here the volume of mail exceeds 70 
feet, provided pro rata compensation is 
accepted for the volume of mail carried 
in the car. 

(c> Where a 60 foot car Is authorized, 
the Department may accept a car of 
greater length provided compensation 
for a 60 foot car is accepted where the 
volume of mail does not exceed 60 feet 
and. where the volume of mall exceeds 
60 feet, provided compensation Is ac¬ 
cepted in the same manner as if a 70 foot 
car had been authorized. 

5 92.57 Authorization of excess seru- 
ice. (a) Excess service shall be au¬ 
thorized under special request by a 
representative of the Postal Transporta¬ 
tion Service, or under the initiative 
action of railroad employees at points 
where no representative of the Postal 
Transportation Service is located. 

(b) Where there Is no other available 
space In the train except that in an over¬ 
size railway post-office car. the mails 
shall be accommodated In such space. 

Where excess malls are carried In 
two or more cars in a train, a single re¬ 
quest form shall be issued for a unit of 
sufficient size to cover the entire excess 
mails carried. This is not to be consid¬ 
ered as affecting the provisions of 
ft 92 60, which provides for the authori¬ 
zation of a 60- or 70-foot storage car in 
lieu of a lesser storage unit under certain 
conditions. 

ft 92.58 Malls not to be carried on 
trains on which no space is authorized 
except upon request, (a) The railroad 
company shall not carry malls on a train 
upon which no space is regularly author¬ 
ized unless it receives a request for neces¬ 


sary excess space in such train from the 
proper representative of the Postal 
Transportation Service. 

<b) Where conditions warrant, a post¬ 
master may be authorized by a general 
or district superintendent. Postal Trans¬ 
portation Service, to issue requests on 
proper forms for excess service on un¬ 
authorized trains, the railroad company 
to be advised of the issuance of such 
authority. 

ft 92.59 Additional space in trains. 
fa) When a railway post-office car or a 
railway post-office car with an addi¬ 
tional unit of storage space is regularly 
authorized in a train and the authorized 
space is inadequate to accommodate all 
of the mails offered for dispatch by a 
particular trip, the transfer clerk or the 
postal transportation clerk tn charge, at 
point where excess mails ore received 
shall address a written notice, showing 
the number of bags of mail involved, to 
the railroad company, requesting It to 
furnish the additional unit of space 
needed in the train. Such notice will 
be made in duplicate, the original to be 
delivered to the conductor or baggage¬ 
man of the train and the duplicate to 
be forwarded to the district superin¬ 
tendent. Postal Transportation Service, 

<b> When the regularly authorized 
space in a train In which there Is no 
railway post-office service, is inadequate 
to accommodate ail of the mails offered 
for dispatch by a particular trip, the 
transfer clerk or other postal repre¬ 
sentative at the point where the excess 
malls develop shall address a written 
notice, showing the volume of mail in¬ 
volved, to the railroad company request¬ 
ing it to furnish the additional unit of 
space needed in the train, such notice 
to be made in duplicate, the original to 
be delivered to the designated represent¬ 
ative of the railroad company and the 
duplicate to be forwarded to the district 
superintendent. Postal Transportation 
Service. 

<c> At points where no representative 
of the Postal Service is located and the 
regularly authorized space in the train 
is inadequate to accommodate ail of the 
malls offered for dispatch by a particular 
trip, the baggagemen on the train shall 
accept and count all mail offered and the 
railroad company shall advise the district 
superintendent. Postal Transportation 
Service, as to the number of bags of ex¬ 
cess mall and the points between which 
they w’ere carried, and, if from a missed 
connection. w r hether such mails were 
from the train of the same company. 

ft 92.60 Storage car in lieu of. (a) 
Where a regularly authorized unit of 
storage space, combined with an excess 
unit necessitates the use of more than 
30 feet of linear space in a baggage car, 
or storage car. used exclusively for the 
mails, a 60-foot car shall be authorized 
from the point where more than 30 feet 
of linear space Is needed to the first es¬ 
tablished railway passenger or freight 
division point, or junction where the 60- 
foot car may be reduced or discontinued. 
The 60-foot cars authorized under tills 
section shall be Included in the pay claim 
for regularly authorized service and ap¬ 
pear in such pay claim immediately fol- 
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lowing the Item of regular service 
affected. 

<b) Where a regularly authorized 60- 
foot storage car or lesser storage unit, 
combined with an excess unit necessitates 
the use of more than 60 feet of linear 
space In a baRgage car or storage car. 
used exclusively for the malls, a 70-foot 
car shall be authorized from the point 
where more than 60 feet of linear space 
Is needed to the first established railway 
passenger or freight division point or 
junction where the 70-foot car may be 
reduced or discontinued. The 70-foot 
car authorized under this rule shall be 
included in the report of regularly au¬ 
thorized service and appear in such re¬ 
port Immediately following the item of 
regular service affected. 

§ 92.61 Handling, loading, and un- 
loadtng of storage mail, (a) Storage 
cars should be loaded solid at 4ie Initial 
point of the run. as far as practicable, 
without aisle or vacant space In the door¬ 
ways. excepting such doorways and 
aisles as may be needed en route for the 
handling of mail. t 

<b> Where a unit of storage space is 
carried in an oversize railway post-office 
car. the malls carried In such unit shall 
be handled by postal transportation 
clerks to and from the doorways of the 
car. 

(c) Where a storage car is operated 
next to a full RPO or apartment RPO 
car. or where mail is carried in the bag¬ 
gage end of RPO cars, and postal trans¬ 
portation clerks have access thereto 
through end doors, the handling of mails 
at intermediate points where the volume 
is small may be performed by the clerks 
when considered advisable by the Post 
Office Department. 

(d) Railroad companies may be re¬ 
quired to transfer ail or a part of the 
excess mails carried in the baggage car 
to available space in the authorized dis¬ 
tributing or storage unit, at points 
where such transfer is practicable, upon 
presentation of request for such trans¬ 
fer on Form 6050 by a representative 
of the Department. However, if the 
company desires to carry such mails 
through to destination in the baggage 
car in lieu of making the actual trans¬ 
fer, It may do so with the understand¬ 
ing that the space in the baggage car 
occupied thereby will be charged against 
the available space in the authorized 
distributing or storage unit. The request 
form shall show the point at which the 
transfer is to be made and the number 
of bags to be transferred and shall be 
delivered to the railroad representative 
Immediately upon arrival at the station 
where the transfer is ordered. Postal 
transportation clerks will not be required 
to accept the transfer of such malls 
through end doors when train Is In mo¬ 
tion, but they may do so during the sta¬ 
tion stop if the storage end of the dis¬ 
tributing car is next to the baggage car. 

i 92.62 Railroad companies not re¬ 
quired to cut out apartment cars. Rail¬ 
road companies will not be required to 
cut out apartment cars at intermediate 
points on the authorized run of the car 
to permit another car which is to be 
used for advance distribution of the 
mails to be substituted therefor. 
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5 92.63 Mail carried in several cars of 
train for convenience of com&iny. 
Where malls are carried in several cars 
in a train out of the initial terminal for 
the convenience of the company and at 
some point on the train run the cars are 
diverged to different lines, or set out at 
some point, a unit of space of sufficient 
size to accommodate all of the mails 
transported in the several cars shall be 
authorized from the initial point to the 
point of divergence, or where the car may 
be set out. except where the volume of 
mail exceeds the capacity of a storage 
car. a storage car and an appropriate 
lesser unit shall be authorized. 

1 92.64 Malls delivered by fast train 
to be foncardcd or returned to local 
point on local train, or vice versa, and 
mails dispatched on train not due to re¬ 
ceive them. Where mails are delivered 
by a fast train at a certain point from 
which they arc to be forwarded or re¬ 
turned to a local point on a local train, 
or vice versa, a unit of space will be 
authorized in the local train for the 
accommodation of the mails dispatched 
thereon. However, when for its own 
convenience the company desires to for¬ 
ward mails on a train not due to receive 
them from one station to another station 
for dispatch from such station, permis¬ 
sion may be granted for such handling, 
with the understanding that the space 
necessary for the accommodation of 
such mails between the two stations will 
be furnished without additional com¬ 
pensation and that no delay to the mails 
Will result. 

5 92.65 Distance of authorization . 
(a) Pull railway post-office cars and 
apartment railway post-office cars shall 
be authorized in both directions and 
shall be the maximum distribution space 
needed in either direction of the round- 
trip car run between established railway 
passenger or freight division points or 
Junctions at which the trains are sched¬ 
uled to stop. 

(b) Storage cars shall be authorized 
In one direction only between established 
railway passenger or freight division 
points, or junctions, at which the trains 
are scheduled to stop. 

<c) The car run of railway post-office 
and apartment railway post-office cars 
and storage cars shall be the movement 
of a particular unit between established 
passenger or freight division points or 
functions covered by the authorization. 

<d> Lesser units of storage space sha 11 
be authorized in one direction only. 
Regular authorizations of lesser units 
shall not be changed cn route at other 
than established railway passenger or 
freight division points, or junctions, but 
they may begin at the point where stor¬ 
age space becomes necessary and may be 
terminated at the point where the last 
malls are dispatched. Where necessary 
space for lesser storage units begins at 
different points between the same estab¬ 
lished railway passenger or freight divi¬ 
sion points, or junctions, on different 
days of the week, the authorization shall 
begin at the first point mails are received 
and shall terminate at the farthest point 
to which mails arc carried on any day of 
the week. 


f 92 66 Reports of service performed 
(pay claims ). Claims must be prepared 
in such form and manner as prescribed 
by the Post Office Department. 

i 92.67 Jlfatfs not to be carried until 
ordered by Department. Mails shall not 
be carried on any new railroad, or other 
railroad or part thereof on which mail 
service has not been authorized, either 
regularly or under waivers, until ordered 
by the Post Office Department. 

1 92.68 Transfer of mail in emer¬ 
gency . <a) Whenever a railroad com¬ 

pany finds it necessary to transfer at 
the place of a wreck or washout, its offi¬ 
cials and employees shall see that the 
mails and postal transportation clerks 
are promptly transferred and every pos¬ 
sible convenience furnished the clerks 
for working their mails. 

<b> Whenever a railroad company 
finds it necessary to set out a car con¬ 
taining mail on account of bad order, or 
other operating conditions. Its employees 
shall sec that all malls in the car are 
transferred to vacant space in other cars 
in the train, or to an additional car if 
available: Provided, That where the 
train involved is an important passenger 
train and the transfer of all of the mails 
would result in a protracted delay to 
the train, the transfer may be limited to 
first-class and registered malls, daily 
newspapers, and special delivery, and 
special handling matter, and also to such 
other classes of mall as can be handled 
during the time of such transfer: Pro¬ 
vided further, That where a following 
train will secure substantially the same 
connections and deliveries as would have 
been made by the train from which the 
car was set out. the mails may be held 
for such following train. Where the car 
set out Is a distributing unit, the postal 
transportation clerks will render all pos¬ 
sible assistance In the transfer of the 
mails. 

I 92.69 Maintenance of transfer of¬ 
fices by railroads. Offices at stations tor 
the employees of the Postal Transpor¬ 
tation Service engaged In station work 
shall be lighted, heated, furnished, sup¬ 
plied with Ice water, provided with toilet 
facilities Cwhere such facilities are not 
easily accessible), and kept in order by 
the railroad company. 

$ 92.70 Railroads to furnish time¬ 
tables. (a) Railroad companies shall 
forward timetables, not less than 72 
hours before taking effect, to the general 
and district superintendents of the Pos¬ 
tal Transportation Service having super¬ 
vision over the mail service on their lines. 
If for any reason it becomes necessary 
to temporarily annul, curtail, or suspend 
train service, immediate telegraphic 
notice thereof shall be given the same 
officials. 

<b) At places where railroad com¬ 
panies have agents, such agents shall 
notify the postmasters as soon as possi¬ 
ble after receipt of any notice of change 
In schedule of mail trains. 

5 92.71 Advance deliveries by rail¬ 
roads. When ft is desirable to have malls 
taken from the post office, postal station, 
or postal transportation terminal to a 
train, at a point where the service dc- 
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volves upon the company, in advance of 
the regular closing of the mails, the 
company shall be required to make such 
advance delivery as becomes necessary 
by the requirements of the sendee. 

8 92.72 Receipt and dispatch of mail 
late at night . (a) Whenever mails are 
due to be dispatched or are received 
during the night the railroad company 
shall, if a representative is on duty, re¬ 
tain custody thereof by placing the mail 
in a secure and safe room or apartment 
of the depot or station until it can be 
given dispatch to the proper train or 
until the following morning when it shall 
be delivered at the post office where it 
is directly contiguous, or to the mail 
messenger, star route contractor, high¬ 
way post office clerk, or other contractor, 
at as early an hour as the necessities of 
the service may require. The Depart¬ 
ment reserves the right, however, to re¬ 
quire such service of the railroad com¬ 
pany ot times when the regular repre¬ 
sentative may not be on duty. 

(b) At points where there is no rail¬ 
road representative employed or on duty 
and there is a railroad station or depot, 
the railroad company shall, if deemed 
necessary by the Postal Transportation 
Service, provide exchange of mails 
through use of a safe room In the depot 
or by means of a safe and suitable locked 
box at the station. 

5 92 73 Loading of mails . (a) Where 
mall cars are not placed at points acces¬ 
sible to the vehicle of mail messengers 
or other carriers, the railroad company 
shall be required to receive the mails 
from and deliver them to the messenger 
or other carriers at points accessible to 
their vehicles, except as provided in 
8 92.79 (a). 

<b) Railroad companies shall furnish 
the help necessary to handle the mails, 
to load them Into and receive them from 
the doors of railway post-office cars, and 
to load and pile the mails in and unload 
them from storage and baggage cars, 
except as provided In 85 92.61 (c) and 
92.79 (a>. Malls Intended for delivery 
to a postal transportation clerk shall 
never be placed In a railway post-office 
car unless there is a clerk on duty to 
receive and care for them. 

( 92 74 Holding of trains for loading 
of mail (a) A train shall not depart 
from a station and leave mails which are 
being loaded, or are being trucked from 
vehicles or some part of the station to 
the train, or are aboard a connecting 
train that has come to a stop in the 
same station: Provided. That where 
holding an important train for mails 
from a delayed connection would cause 
serious delay and there is subsequent 
available train service within a reason¬ 
able length of time, the Department may 
authorize a time limit beyond which 
such train may not be held excepting to 
load first-class mail, daily newspapers, 
and foreign mall if necessary to Insure 
steamer connection. If the application 
of this provision to any train is desired 
by a railroad company, a request there¬ 
for should be made to the general super¬ 
intendent of the Postal Transportation 
Service, specifying the reasons and the 
length of time beyond w hich it is thought 
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Impracticable to hold the train In ques¬ 
tion Where such requests are approved 
by the general superintendent of the 
Postal Transportation Service, any de¬ 
layed mail Involved under such authority 
shall be carried on the subsequent train 
to the extent of any unused space 
thereon, in lieu of service authorized on 
the first train. Such requests shall be 
made with the understanding that no 
additional pay will be claimed by the 
company unless the quantity of mail car¬ 
ried in both trains is In excess of that 
which could have been carried in the 
space authorized. 

<b> Mail trains shall not be held 
beyond their scheduled time of departure 
for mail originating In local post offices. 
Postal Transportation Service terminals, 
or offices of publication. The Postal 
Transportation Service shall fix and en¬ 
force an ample time limit in which mails 
shall be delivered to the railroad com¬ 
panies for dispatch. 

<c) At joint stations where mails are 
due to be transferred from a train of one 
railroad company to a train of another, 
the mail after being unloaded from the 
incoming train shall be held to be in the 
custody of the company operating the 
train to which the mall is due to be dis¬ 
patched. and the responsibility for the 
transfer shall then rest with that 
company. 

«d> Whenever necessary to transfer 
passengers, baggage, or express from one 
train to another, for any reason, all mails 
shall be included in the transfer unless 
such transfer is a regular connection 
coming within the provisions of para¬ 
graph (a) of this section. 

<e> General Superintendents of the 
Postal Transportation Service may cause 
to be withheld catalog, circular, parcel 
post, and ordinary paper malls, in the 
order named, from dispatch to impor¬ 
tant trains if necessary and advisable to 
prevent delay to such trains and forward 
such malls In other trains in regular 
or excess space. 

8 92.75 Exchange of mails at nonstop 
points . (a) At all points at which trains 
do not stop where the Post Office De¬ 
partment deems the exchange of mails 
necessary, a device for the receipt and 
delivery of malls satisfactory to the De¬ 
partment shall be erected and main¬ 
tained by the railroad company; and 
pending the erection of such device the 
speed of trains shall be slackened so as 
to permit the exchange to be made with 
safety. 

<b> When mails are caught at night 
from a crane, the railroad company shall 
furnish the lantern or light to be at¬ 
tached to the crane and keep it in proper 
condition, regularly placed, and lighted; 
also the light shall be so kept and dis¬ 
played for the guidance of the clerks 
when delivery only Is made. However, If 
the company has no agent or other em¬ 
ployee at the station, the company shall 
furnish the light, which shall be cared 
for and placed by the Department’s car¬ 
rier. 

(c) The engineer or motorman of a 
train in which railway post-office service 
is operated shall give timely notice, by 
whistle or other signal, of its approach 
to a nonstop point at which mails are 
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delivered or arc taken from a mall crane, 
or both 

(d> Where the Department deems it 
necessary to the safe exchange of the 
mails, the railroad company shall be re¬ 
quired to reduce the speed or stop Vie 
train. 

<e> Ail railroad companies carrying 
the mails, unless relieved by the Post 
Office Department, shall designate one 
scheduled train In each direction in every 
tw enty-four hours, which will stop at any 
station or point serving a post office, 
either regularly or on signal by the post¬ 
master or mail messenger, or notice to 
the conductor by the postal transporta¬ 
tion clerk or baggageman, when deemed 
necessary for dispatch or receipt of 
malls. For their convenience, railroad 
companies may be permitted to handle 
the mails over the highways by motor 
vehicle In lieu of the local rail service, 
under conditions approved by the Post 
Office Department. 

8 92.76 Notice of discontinuance of 
agency or station . The railroad com¬ 
pany shall give 30 days’ advance notice to 
the Post Office Department of the dis¬ 
continuance of an agency or station, and 
the company shall not be relieved of the 
duty of handling the mails at that sta¬ 
tion unless approved by the Post Office 
Department. 

8 92.77 Railroad employees hotidling 
mails regarded as agents of railroads. 
At places where railroad companies are 
required to take the mails from and de¬ 
liver them into post offices or postal sta¬ 
tions or to transfer them to connecting 
railroads, the persons employed to per¬ 
form such service shall be regarded as 
agents of the companies and not employ¬ 
ees of the postal service, and need not be 
sworn; but such persons shall be more 
than 16 years of age and of suitable 
intelligence and character. Postmasters 
shall promptly report any violation of 
this-requirement to the Post Office De¬ 
partment. 

$92.78 Transfer and separation of 
mails . (a) At connecting points w r here 
railroad stations are directly contiguous 
the company having mails on its trains 
to be fonvarded by a connecting train 
shall be required to transfer such mails 
and deliver them to the railroad com¬ 
pany operating the connecting train (un¬ 
less relieved of the service by the Depart¬ 
ment ); first, wlr.Tc the tw*o companies 
have agents or representatives em¬ 
ployed; and. second, where the company 
having the malls for dispatch makes 
transfer of baggage or passengers. 
However. If the train connection is not 
immediate, the company bringing mails 
on Its trains may deliver them to the 
agent of the company due to dispatch the 
mall for proper dispatch by the trains 
of the latter company. Transfers of mail 
between connecting trains of steam- 
railroad routes and cars of ciectrlc- 
raitaay routes shall be required to be 
made by the respective companies oper¬ 
ating the routes where the railroad 
company employs an agent and its sta¬ 
tion is directly contiguous to the tracks 
of the electric-railway company and the 
connection is immediate. 
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(b) Railroad companies will be re¬ 
quired to separate malls that received a 
previous rail haul or are due to receive 
a subsequent rail haul, received from and 
dispatched to star, mail messenger and 
highway post office routes at connecting 
points. They shall provide the necessary 
tailboard space for the dispatch and re¬ 
ceipt of the mails to and from such 
routes or deliver them to a point acces¬ 
sible to the vehicles performing this 
service except where other arrangements 
have been made by mutual agreement 
between the Post Office Department and 
the railroad company. 

(O Railroad companies shall not be 
required to take the mails from their rail- 
rood terminals and stations and deliver 
£hem into post offices, postal stations, and 
postal transportation service terminals, 
nor take the mails from post offices, 
postal stations and postal transportation 
service terminals and. deliver them into 
their railroad terminals and stations 
where the distance exceeds 80 rods. 

I £2.79 Duties of mail messenger and 
railroad representative, (a) Where a 
mail messenger Is employed by the De¬ 
partment and a railroad representative 
Is on duty, the railroad company may not 
be required to receive mails from arid de¬ 
liver them into the mail cars or place 
the mall on mall cranes if the volume of 
mail is relatively small and can be readily 
handled by the Past Office Department 
messenger by hand on one trip. At such 
a point where mail trains arrive at times 
when there is no railroad representative 
on duty, the railroad company shall not 
be required to place the mails on or take 
them from trains, and if trucking is nec¬ 
essary under such circumstances the rail¬ 
road company shall provide and render 
accessible to the messenger the necessary 
trucks. The Post Office Department re¬ 
serves the right, however, in both cases 
to require the performance of this service 
by railroad employees at any time during 
the 24-hour period. (See 5 92.72.) 

(b) When the Department mail mes¬ 
senger cannot wait for the delayed train 
without delaying the other mails, the 
railroad company shall be required to 
take charge of and dispatch the mails 
for the delayed train and shall be re¬ 
sponsible for the inward mail until it is 
delivered to the messenger or other au¬ 
thorized representative of the Past Office 
Department. 

(c) In cases where the company's 
agent cannot give the mail messenger or 
other carrier of the mail advance infor¬ 
mation as to the time the train will 
arrive, the messenger need not wait for 
the train beyond its scheduled time of 
arrival Where the train is reported as 
being more than two hours late, the 
messenger need not wait for the arrival 
of the train. In such cases the mes¬ 
senger may deliver the mail to the com¬ 
pany's agent, or other representative, 
whose duty it shall be to dispatch the 
mail by proper train and to retain cus¬ 
tody of the incoming mall. If any. until 
it is called for by the messenger. Where 
the train is reported to arrive within two 
hours of scheduled time, the messenger 
should wait for the arrival of the train, 
but need not wait more than two hours, 
at the expiration of which time he may 


turn the mails over to the agent, whose 
duty shall be the same as in the other 
cases. At a point where there is no rail¬ 
road representative on duty and the mall 
messenger has no means of ascertaining 
when a delayed train will arrive, it is the 
duty of the mail messenger to wait at 
least two hours beyond the scheduled 
time of arrival of the train, after which 
time he may return the mail to the post 
office to be included in the next regular 
dispatch. In all cases where mail is 
turned over to the company's agent for 
dispatch, the company shall be respon¬ 
sible for its proper handling, and the 
mail messenger shall call for and deliver 
the incoming mail to the post office as 
soon as practicable after the arrival of 
the train unless the train arrives at a 
late hour of the night and the post office 
is closed, when the incoming mails may 
be disposed of as provided for in $ 92.72 
(a). 

§ 92.80 General superintendents to 
notify railroads of changes in pouch list. 
General superintendents of the Postal 
Transportation Service shall promptly 
notify the proper officers of railroad com¬ 
panies of any changes in the list of 
pouches to be handled by railroad com¬ 
panies. 

$ 92.81 Letter boxes in railroad de¬ 
pots. When it appears that the public 
convenience will be subserved, the Post 
Office Department may authorize rail¬ 
road companies to place letter boxes in 
their depots for the receipt of mail mat¬ 
ter other than that for local delivery. 

5 92.82 Train crews not permitted to 
ride in railway post-office cars. Train 
crews shall not be permitted to ride in 
railway post-office cars while in use, even 
though the railroad company may fur¬ 
nish a railway post-office car larger 
than the size authorized. 

$ 92.83 Deductions and fines, (a) 
The Post Office Department may impose 
fines on railroad companies for each of 
the following delinquencies: 

(1) Suffering the mail, or any part 
of it, to become wet. lost, Injured or de¬ 
stroyed, or conveying or keeping it in 
a place or manner that exposes it to 
depredation, loss, or injury. 

(2) Refusing, after demand, to trans¬ 
port mail by any car, boat or other con¬ 
veyance which the railroad company 
runs or is concerned in running on the 
route. 

(3) Leaving or putting aside the mail, 
or any part of it, for the accommodation 
of passengers, baggage, express or other 
matter. 

(4) Habitual failure to observe sched¬ 
ules. 

<5> Leaving mail which arrives at the 
station within a reasonable time before 
the departure of the train or car for 
which it is intended. 

(6) Failure to use the first practicable 
means of forwarding mail which is de¬ 
layed en route. 

(7) Failure to sound proper signal 
when approaching mail crane. 

(8) Failure to furnish proper accom¬ 
modations for the handling, storage, and, 
if necessary, the distribution of mails in 
depots. 


(9) Failure to place railway post- 
office cars in stations at the time speci¬ 
fied by the Post Office Department for 
the distribution of mails. 

(10) Permitting storage cars to ac¬ 
cumulate at any point for operation in 
mail, or mall-express, sections when 
suitable trains are available for dispatch 
to destination. 

(11) Failure to operate regularly au¬ 
thorized storage cars in the train desig¬ 
nated. 

(12) Failure to unload storage cars at 
the point of destination within the time 
specified by the Post Office Department 
when such mails are actually delayed. 

<b> The fine shall in each case be such 
sum as the Postmaster General may im¬ 
pose. in view of the gravity of the de¬ 
linquency and shall be deducted from 
the railroad company's pay for the 
service on the route on which the de¬ 
linquency occurred. 

(c) The Postmaster General may fine 
railroad companies an amount not in 
excess of the compensation due for the 
service authorized when the railway 
post-office car furnished is not supplied 
with sanitary drinking water, adequate 
toilet facilities, adequately heated and 
lighted or when such car is not regularly 
and thoroughly cleaned, provided, the 
railroad company has been given the 
opportunity to correct the condition. 

2. In Part 92 rescind the following 
sections: 

I 92.28 Mails not to be corned until or¬ 
dered by department. 

9 92.29 Transfer of mail m emergency . 

« 92.30 Maintenance of transfer offices by 
railroads. 

I 92.32 Railroads to furnish timetables. 

9 92.33 Advance deliveries by railroads. 

f 9234 Arrival of mail late at night . 

9 92.35 Dispatch of mail late at night. 

9 9238 Loading of maili. 

9 9237 Holding of trains for loading of 
mail. 

9 92.38 Exchange of mails at nonstop 
points. 

I 9238a Train stops for dispatch or re¬ 
ceipt of mails. 

9 92-40 Carriage of mall between post of¬ 
fices and railroad stations. 

9 92.41 Railroad employees handling mails 
regarded as agents of railroads . 

f 92.42 Transfer of inei/j between con¬ 
necting trains. 

I 92 43 Duties of mail messenger and rail¬ 
road representative. 

f 92.49 General superintendents to notify 
railroads of changes in pouch list. 

I 92 60 Letter baxcj in railroad depots . 

[seal) J. M. Donaldsqn, 

Postmaster General 

|F. R. Doc. 60-12676; FUed, Dec. 29. 1950; 

8:58 a. m j 


Part 127— International Postal Service: 

Postage Rates, Service Available, and 

Instructions for Mailing 

CANADA AND INDIA 

a. In 9 127.227 Canada (39 CFR 
127.227; 15 F. R. 4499) amend paragraph 
(b) (6) by striking out subdivisions (iii) 
and (lv) and by inserting the following 
In lieu thereof: 

Oil) Occasional commercial ship¬ 
ments addressed to individuals are 
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exempted from qjiota and do not require 
special permission for importation, pro¬ 
vided the value for duty does not exceed 
$ 10 . 00 . 

iiv) Before mailing any package or 
parcel to Canada, senders should assure 
themselves that the contents will be ad¬ 
mitted, and must endorse the wrapper 
“Importation into Canada authorized,** 
“Bona fide gift*’, or “Wedding gift”, as 
the case may be. It is important that the 
value of the contents be carefully Indi¬ 
cated on the customs declaration. 

<v> Interested patrons may obtain 
further information concerning articles 
whose importation is prohibited or re¬ 
stricted from the Canadian government 
departments named above, from the 
British Commonwealth Division, Office 
of International Trade. Department of 
Commerce, Washington 25. D. C.. or from 
any field office of that Department. 

b. In $ 127 278 India *39 CFR 127.278) 
make the following changes: 

1. Amend paragraph (a) (6) by the 
addition of subdivision <iv> to read as 
follows: 

<lv) Addressees in India are required 
to obtain import licenses in many cases 
in order to take delivery of commercial 
shipments. 

2 Amend paragraph <b) (4> by the 
insertion of a new subdivision, to be 
designated (ii-a), in the text between 
<U) and (ill) to read as follows: 

(if-a) Addressees In India are required 
In many cases to obtain import licenses 
in order to take delivery of commercial 
shipments. 

(ft 8. 181. 398. *ec*. 304. 300. 42 SUt. 24. 25: 5 
U 8. C. 22, 369; and the term* of postal con¬ 
vention! and agreements entered Into pur¬ 
suant to R. 8 398. 48 8tat. 943; 5 U. 8. C 372) 

[seal] J. M. Donaldson, 

Postmaster General. 

|F. R. Doc. 50-12483; Filed, Dec. 29. 1950; 

8:47 a. m.) 


TITLE 43—PUBLIC LANDS: 
INTERIOR 

Chapter I—Bureau of Land Manage¬ 
ment , Department of the Interior 

Append! k — P ublic tend Orders 

(Public Land Order 8941 
Colorado. Idaho. Montana, and Utah 

RESERVATION Or LANDS WITHIN NATIONAL 
FORESTS FOR ADMINISTRATIVE SITES OR 
RECREATIONAL AREAS 

By virtue of the authority vested in 
the President by the act of June 4. 1897, 
30 Stat. 34. 36 (16 U. S. C. 473). and 
otherwise, and pursuant to Executive 
Order No. 9337 of April 24. 1943, it is 
ordered as follows: 

Subject to valid existing rights, the 
follow ing-described public lands In Colo- 


a 

rado. Idaho. Montana, and Utah within 
-certain national forests as hereinafter 
designated arc hereby withdrawn from 
all forms of appropriation under the 
public-land laws. Including the mining 
law’s, but not the mineral-leasing laws, 
and reserved as administrative sites or 
recreation areas as indicated: 

Colorado 

NEW MEXICO PRINCIPAL MERIDIAN 

J?io Grande National Forest: Wolf Creek 
Past Winter Sports Area 

T. 37 N., R. 2 E., 

Sec. 5. lot* 3. 4, 8‘iNW‘ 4 , nnd W»*SW*i: 
Sec. 8. lott 1, 2. 3. 8‘jNEv;. 8E^NW»4, 
E».'*SW>4. and SE>4; 

Sec. 7. N«,NFJ, 4 , 

T. 38 N-. R 2 B . 

Sec 28,SW* 4 SW‘4.E^3WV« and W^SE*4S 
Sec. 29. 8E‘ 4 SE«i; 

8ec.31.8E» 4 SW‘4.SW» 4 8E*i and E^8E»i; 
Sec 32. EViNEfc. SW»4NE»4. 8K l 4 NW l 4 . 

SW»i. and N^SE**; 

Sec. 33, W« 2 NW« 4 . 

The areas described aggregate 1.880,49 acre*. 
Idaho 

aoiat ml*idian 

Clearwater National Forest: Cedars 
Administrative Site 


T 41 N , RUE. 

Sec. 28. N«*. NftSWK. SWUSW>4. and 

nw» 4 seu. 

The area described contain* 480 acre*. 

St. Joe National Forest: Red Ives 
Administrative Site 

T 43 N R 9 E 

Sec. 20. NW* 1 48W*iNEV 4 . 8»4SW14NE*4. 

8 ft 8 E! 4 NE» 4 . and W‘*8B*4: 

Sec. 29, NW' 4 NE»4, N^SW 4 NE^. and 
SE»iSW\NE» 4 ; 

8ec. 31. 8!*NViNB»4. NHSfcNRK. SW«4 

SW'iNEv,; 

See. 32. NEt 4 NWi4NE»4, S^NW^NE*^ 
NVjSWKNE**. 8‘*Ni*NWVi. and NViSft 

nw* 4 . 

The area* described aggregate 420 acre*. 

Targhee National Forest; Buffalo 
Administrative Site 

T 13 N R 43 E 

Sec- 27. lota 7. 8. 8E' 4 SW^. and W^SB»4. 
Tlie area deacrlbed con Ulna 183.70 acres. 

Montana 

PaiNCIPAL MEBIDIAN 

Lewis and Clark National Forest ; Crystal 
Lake Recreation Area 

T. 12 N., R. 17 R. 

Sec. 13. unaurveyed. S^SE'4: 

8ec. 24. unaurveyed, E‘j, EVjNW»4, and 
NE’ 4 SW«4. 

T. 12 N.. R. 18 E.. unaurveyed. 

Sec 19. W‘jNW‘ 4 NW^, 8V4NWV4. and 
SWV 4 . 

The area* described aggregate approximately 
780 acres. 


Utah 

BALT LAKE MERIDIAN 

Cache National Forest; Elk Valley 
Administrative Site 

T. 12 N-, R 4 E.. 

Sec. 33. SE14. 

The area described contain* 160 acres. 


This order shall take precedence over, 
but not otherwise affect, the existing res¬ 
ervations of the lands involved for na¬ 
tional-forest purposes. 

Oscar L. Chapman, 
Secretary of the Interior . 

December 26, 1950. 

(F. R. Doc. 50-12478; Filed, Dec. 29. 1950; 
8:46 a. m | 


TITLE 49—TRANSPORTATION 

Chapter I—Interstate Commerce 
Commission 

(S O 848. Arndt. 3] 

Part 95— Car Service 

REFRIGERATOR CARS FOR TRANSPORTING 
COTTON 

At a session of the Interstate Com¬ 
merce Commission. Division 3. held at 
its office in Washington. D. C., on the 
26th day of December A. D. 1950. 

Upon further consideration of Service 
Order No. 848 (15 P. R. 1222), and good 
cause appearing therefor: It Is ordered, 
that: 

Section 95 848 Refrigerator cars for 
transporting cotton, of Service Order No. 
848 be, and it is hereby further amended 
by substituting the following paragraph 
<d> for paragraph (d) thereof: 

(d> Expiration date . This section 
shall expire at 11:59 p. m., March 31, 
1951, unless otherwise modified, changed, 
suspended, or annulled by order of this 
Commission. 

Effective date: This amendment shall 
become effective at 11:59 p. m., Decem¬ 
ber 31. 1950. 

It is further ordered, that a copy of 
this amendmenrand direction be served 
upon the Association of American Rail¬ 
roads. Car Service Division, as agent of 
the railroads subscribing to the car serv¬ 
ice and per diem agreement under the 
terms of that agreement: and that no¬ 
tice of this order be given to the general 
public by depositing a copy In the office 
of the Secretary of the Commission at 
Washington. D. C.. and by filing it with 
the Director, Division of the Federal 
Register. 

(Sec. 12. 24 SUt. 383. a* amended: 49 U 9 C. 
13. InterpreU or applies sec. 1, 24 SUt. 3 9. 
as amended: 49 U. 8. C. 1) 

By the Commission. Division 3. 

[seal) W. P. Bartel, 

Secretary. 

|F R. Doc. 60-12574; Piled, Dec 29, 1950; 

9:00 a. m.| 
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DEPARTMENT OF AGRICULTURE 

Bureau of Entomology and Plant 
Quarantine 

17 CFR, Part 301 ] 

Pink Boll worm Quarantine in Louisi¬ 
ana. Texas and Oklahoma 

NOTICE or PUBLIC HEARING 

Notice of public hearing and of pro¬ 
posed rule making on extending the 
quarantine on account of pink bollworm 
to the State of Louisiana and regulating 
certain areas therein and on extending 
the regulated areas under said quaran¬ 
tine in the States of Texas and 
Oklahoma. 

Notice Is hereby given in accordance 
with section 8 of the Plant Quarantine 
Act of August 20. 1912. as amended <37 
Stat. 318, as amended; 7 U. S. C. 161), 
and section 4 <a> of the Administrative 
Procedure Act <60 Stat. 238: 5 U. S. C. 
1003 <a>>. as follows: 

The Secretary of Agriculture has In¬ 
formation that the pink bollworm 
<Poctinophora gossypiella Saund.). a 
dangerous Insect not heretofore widely 
prevalent or distributed within or 
throughout the United States, but which 
previously has been found to exist in 
certain parts of the States of Arizona. 
New Mexico. Oklahoma, and Texas, has 
recently been discovered in certain parts 
of the State of Louisiana. 

It is therefore proposed under the au¬ 
thority of said section 8 of the Plant 
Quarantine Act to amend the Pink Boll¬ 
worm Quarantine <7 CFR 301.52) to 
quarantine the State of Louisiana be¬ 
cause of pink bollworm and to amend 
the regulations supplemental to said 
quarantine <7 CFR and Supp. 301.52-1 
et seq.. as amended. 15 F. R. 164) to 
designate as regulated areas the par¬ 
ishes of Calcasieu. Cameron, Evangeline, 
and Vermilion and possibly also the par¬ 
ishes of Acadia. Allen, Avoyelles, Beaure¬ 
gard, Iberia. Jefferson Davis, Lafayette, 
Pointe Coupee, Rapides. St. Landry. St. 
Martin, and Vernon. Prohibitions and 
restrictions as prescribed in said regula¬ 
tions would thus be made applicable to 
the movement from such regulated areas 
in the State of Louisiana into or through 
any other State. Territory, or District 
of the United States of the following: . 

(1) Cotton and wild cotton, including 
all parts of both cotton and wild cotton 
plants: seed cotton; cotton lint; linters; 
and all other forms of unmanufactured 
cotton fiber, gin waste, cottonseed, cot¬ 
tonseed hulls, cottonseed cake, and meal; 
<2> okra, including all parts of the 
plants; <3> bagging and other contain¬ 
ers and wrappers of cotton and cotton 
products; <4) railway cars, boats, and 
other means of transportation which 
have been used in conveying regulated 
cotton products or which are fouled with 
such products; and <5) when contam¬ 


inated with regulated cotton products, 
any other commodities, including farm 
products, farm household goods, and 
farm equipment. 

The Secretary of Agriculture also has 
Information that infestations of the pink 
bollworm were recently discovered in the 
following counties in the presently quar¬ 
antined States of Texas and Oklahoma 
that heretofore have not been designated 
as regulated areas in said regulations, 
and it is therefore proposed, under the 
authority of said section 8 of the Plant 
Quarantine Act to amend said regula¬ 
tions so as to include such counties with¬ 
in the regulated areas: 


Texas 


Archer, 

Kendall. 

Austin. 

Kerr. 

Bandera. 

Kimble. 

Bastrop. 

Kinney. 

Bell. 

Lavaca. 

Blanco. 

Lee. 

Bosque. 

Liberty. 

Brazoria. 

Limestone. 

Chambers. 

Llano. 

Clay. 

McLennan. 

Colorado. 

Milam. 

Comal. 

Orange. 

Edwards. 

Palo Pinto. 

FkUs. 

Real. 

Fayette. 

Somervell. 

Fen Bend. 

Stephens. 

Gillespie. 

Sutton. 

Hill. 

Travis. 

Hood. 

Val Verde. 

Jock. 

Williamson. 

Jeffcraon. 

• Young, 

Johnson. 

Oklahoma 

Comonche. 

Jefferson. 

Cotton. 

Stephens. 


Following discovery of the above- 
mentioned infestations the States of 
Texas and Oklahoma, as well as the 
State of Louisiana, promptly issued 
State quarantines to provide safeguards 
on the movement of host material from 
the infested areas. 

A public hearing will be held before a 
representative of the Bureau of Ento¬ 
mology and Plant Quarantine in the 
Third Floor Courtroom. United States 
Custom nnd Courthouse Building. Mem¬ 
phis. Tennessee, at 10:00 a. m„ January 
11.1951. at which hearing any interested 
party may appear and be heard, either 
in person or by attorney, on the afore¬ 
said proposals. Any interested person 
who desires to submit written data, views, 
or arguments on the proposals may do 
so by filing the same with the Chief 
of the Bureau of Entomology and Plant 
Quarantine. United States Department 
of Agriculture. Washington 25. D. C., 
on or before January 9. 1951. 

Done at Washington. D. C., this 27th 
day of December 1950. 

(seal! Charles F. Brankan, 

Secretary of Agriculture. 

|F. R Doc. 50-12407; Filed, Dec. 29. 1950; 

8:45 a. m.) 


Production and Marketing 
Administration 

[ 7 CFR, Part 932 1 

(Docket No. AO-33-A 101 

Handling or Milk in Fort Wayne, 
Indiana. Marketing Area 

NOTICE OF PUBLIC HEARING ON PROPOSrD 

AMENDMENT TO TENTATIVE MARKETING 

AGREEMENT AND To ORDER. AS AMENDED 

Pursuant to the Agricultural Market¬ 
ing Agreement Act of 1937. as amended 
(7 U. 8. C. 601 et seq.) and the applicable 
rules of practice and procedure govern¬ 
ing the formulation of marketing agree¬ 
ments and marketing orders <7 CFR. 
Part 900), notice is hereby given of a 
public hearing to be held in Room 265. 
Federal Building, Fort Wayne, Indiana, 
beginning at 10:00 a. m.. c. 8. t.. January 
3. 1951, for the purpose of receiving evi¬ 
dence with respect to economic and 
emergency conditions in the marketing 
area specified above which relate to the 
proposed amendment hereinafter set 
forth, or appropriate modifications 
thereof, to the tentative marketing 
agreement heretofore approved by the 
Secretary of Agriculture and to the or¬ 
der. as now in effect, regulating the 
handling of milk in such markcting'area. 
The proposed amendment has not re¬ 
ceived the approval of the Secretary of 
Agriculture. 

Proposed by Wayne Co-operative Milk 
Producers. Inc.: 

Amend $$ 932.51 and 932.52 to estab¬ 
lish differentials for Class I milk nnd 
Class II milk over basic formula prices 
for the months of January. February and 
March. 1951. equivalent to those which 
prevailed In December 1950. which wore: 
$0.50 for Class I milk and $0.65 for Class 
H milk. 

Copies of this notice of hearing, the 
said order as now in effect, and the said 
tentative marketing agreement, may be 
procured from the Market Administra¬ 
tor. 407 Strauss Building. Fort Wayne, 
Indiana, or from the Hearing Clerk. 
Room 1353. South Building. United 
States Department of Agriculture. Wash¬ 
ington 25, D. C„ or may be there In¬ 
spected. 

Dated: December 27, 1950. 

(seal) John I. Thompson. 

Assistant Administrator. 

|F. R. Doc. 50-12522; Filed. Dec. 29. 1950. 

8:53 a. m| 


l 7 CFR, Part 943 ] 

(Docket No. AO 231J 

Handling or Milk in North Texas 
Marketing Area 

NOTICE or HEARING ON PROPOSED MARKETING 
AGREEMENT AND ORDER 

Pursuant to the provisions of the 
Agricultural Marketing Agreement Act 






Saturday, December 30, 1950 

of 1937. as amended (7U. S. C. 601 et 
seq >, and the applicable rules of prac¬ 
tice and procedure governing the formu¬ 
lation of marketin g a greements and 
marketing orders <7 CFR. Part 900), no¬ 
tice is hereby given of a public hearing 
to be held at Texas State Fairgrounds, 
Dallas, Texas, beginning at 10:00 a. m.. 
c. a t., January 31. 1951. This public 
hearing is for the purpose of receiving 
evidence with respect to a proposed mar¬ 
keting agreement and order, regulating 
the handling of milk in the North Texas 
marketing area, the provisions of which 
are hereinafter set forth, and any modi¬ 
fications thereof. The proposed market¬ 
ing agreement and order have not re¬ 
ceived the approval of the Secretary of 
Agriculture, and at the hearing evidence 
will be received relative to all aspects of 
the marketing conditions which are 
dealt with by the proposed marketing 
agreement and order and any modifica¬ 
tion thereof. The provisions of the pro¬ 
posals for a marketing agreement and 
order, heretofore filed with the under¬ 
signed. are as follows: 

Marketing agreement and order pro¬ 
posed by the North Texas Producers As¬ 
sociation. Arlington. Texas: 

DEFINITIONS 

8 943.1 Act. “Act” means Public Act 
No. 10, 73d Congress, as amended, and 
as reenacted and amended by the Agri¬ 
cultural Marketing Agreement Act of 
1937. as amended (7 U. S. C. 601 et seq.). 

S 943.2 Secretary . “Secretary** means 
the Secretary of Agriculture or other 
officer or employee of the United States 
authorized to exercise the powers or to 
perform the duties of the said Secretary 
of Agriculture. 

8 943.3 Department. “Department** 
means the United States Department of 
Agriculture or such other Federal agency 
authorized to perform the price report¬ 
ing functions specified herein. 

8 943.4 Person . “Person" means any 
individual, partnership, corporation, as¬ 
sociation. or any other business unit. 

8 943.5 Cooperative association. “Co¬ 
operative association** means any coop¬ 
erative marketing association of 
producers which the secretary deter¬ 
mines. after application by the Asso¬ 
ciation: 

( a) To be qualified under the provi¬ 
sions of the Act of Congress of February 
18. 1922. as amended, known as pie 
"Capper-Volstead Act**; and. 

<b) To have full authority in the sale 
of milk of its members and to be en¬ 
gaged in making collective sales or mar¬ 
keting milk or its products for its 
members. 

8 843.6 North Texas marketing area. 
"North Texas marketing area.** herein¬ 
after called the marketing area, means 
all territory within the corporate limits 
of Dallas. Fort Worth, Paris, Dublin, 
Terrell, Denison. Sherman. Gainesville, 
Tyler. Decatur. Denton. McKinney. Cle¬ 
burne, Longview. Waxahachie. and Com¬ 
missioners Precinct Number 1. Ellis 
County, all in the State of Texas. 

8 943.7 Approved plant. “Approved 
plant" means: 

No. 253-14 
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fa) A milk plant approved by any 
health authority having Jurisdiction in 
the marketing area from which milk, 
skim milk, buttermilk, flavored milk, fla¬ 
vored milk drinks, or cream are disposed 
of for fluid consumption in the market¬ 
ing area on wholesale or retail routes 
(including plant stores); or, 

(d> A milk plant approved by any 
health authority having jurisdiction in 
the marketing area which receives milk 
from producers, as herein defined, and 
which serves as a receiving station for a 
plant specified in paragraph (a) of this 
section. 

8 943.8 Unapproved plant. “Unap¬ 
proved plant" means any milk processing 
or distributing plant which is not an ap¬ 
proved plant. 

8 943 9 Handler. “Handler" means: 

fa) Any person in his capacity as the 
operator of an approved plant; or 

(b) Any cooperative association with 
respect to the milk of any producer which 
it causes to be diverted to an unapproved 
plant for the account of such cooperative 
association. 

8 943.10 Producer. “Producer** means 
any person, other than a producer-han¬ 
dler. who produces milk which is received 
at an approved plant: Provided, That 
such milk is produced under a dairy farm 
permit or rating issued by any health 
authority having Jurisdiction in the mar¬ 
keting area for the production of milk to 
be disposed of for consumption as Grade 
A milk. This definition shall Include any 
such person who is regularly classified as 
a producer but whose milk is caused to be 
diverted by a handier to an unapproved 
plant, and milk so diverted shall be 
deemed to have been received at an ap¬ 
proved plant by the handler who causes 
it to be diverted. This definition shall 
not include a person with respect to milk 
produced by him which is received at*B 
plant operated by a handler who is sub¬ 
ject to another Federal marketing order 
and who is partially exempt from the 
provisions of this part, pursuant to 
8 943.61. 

8 843.11 Producer milk . “Producer 
milk*' means all skim milk and butter- 
fat in milk produced by a producer 
which Is purchased or received by a 
handler cither directly from producers 
or from other handlers. 

8 943.12 Other source milk. “Other 
source milk'* means all milk and butter- 
fat other than that contained in pro¬ 
ducer milk. 

8 943.13 Producer - handler . "Pro¬ 
ducer-handler” means any person who 
produces milk and operates an approved 
plant, but who receives no milk from 
producers. 

MARKET ADMINISTRATOR 

8 943.20 Designation. The agency for 
the administration hereof shall be a 
market administrator, selected by the 
Secretary, who shall be entitled to such 
compensation as may be determined 
by. and shall be subject to removal at 
the discretion of, the Secretary. 

8 943.21 Powers . The market admin¬ 
istrator shall have the following powers 
with respect to this part: 
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(a) To administer its terms and pro¬ 
visions: 

(b) To receive. Investigate, and re¬ 
port to the Secretary complaints of vio¬ 
lations: 

<c) To make rules and regulations to 
effectuate its terms and provisions: and, 

<d) To recommend amendments to 
the Secretary. 

8 943.22 Duties. The market admin¬ 
istrator shall perform all duties neces¬ 
sary to administer the terms and 
provisions of this order. Including but 
not limited to the following: 

(a) Within 30 days following the date 
on which he enters upon his duties, or 
such lesser period as may be prescribed 
by the Secretary, execute and^deliver 
to the Secretary a bond effective as of 
the date on which he enters upon such 
duties and conditioned upon the faithful 
performance of such duties, in an 
amount and with surety thereon satis¬ 
factory to the Secretary; 

<b) Employ and fix the compensation 
of such persons as may be necessary to 
enablgJiim to administer its terms and 
provisions; 

(c) Obtain a bond in reasonable 
amount and with reasonable surety 
thereon covering each employee who 
handles funds entrusted to the market 
administrator: 

(d) Pay out of funds provided by 
8 943.110 the cost of his bond and of the 
bonds of his employees, his own compen¬ 
sation. and all other expenses (except 
those incurred under 8 945.100 > neces¬ 
sarily incurred by him in the mainte¬ 
nance and functioning of his office and 
in the performance of his duties; 

<e> Keep such books and records as 
will clearly reflect the transactions pro¬ 
vided for herein, and upon request by 
the Secretary, surrender the same to 
such other person as the Secretary may 
designate: 

(f) Submit his books and records to 
examination by the Secretary and fur¬ 
nish such information and reports os 
may be requested by the Secretary : 

(g) Audit all reports and payments by 
each handler by inspection of such han¬ 
dler’s records and of the records of any 
other handler or person upon whose 
utilization the classification of skim milk 
or butterfat for such handler depends; 

(h) Publicly announce, at his discre¬ 
tion. by posting in a conspicuous place In 
his office and by such other means as he 
deems appropriate, the name of any per¬ 
son who, within 10 days after the day 
upon which he is required to perforin 
such acts, has not: 

(1 > Made reports pursuant to 8 8 943.30 
to 943.33. inclusive; 

(2) Maintained adequate records and 
facilities pursuant to 8 943.33; or 

(3) Made payments pursuant to 
§8 943.80 to 943.85. inclusive. 

(i> On or before the 12th day after 
the end of each month, report to each 
cooperative association w r hich so re¬ 
quests the amount and class utilization 
of milk caused to be delivered by such 
cooperative association, either directly 
or from producers who are members of 
such cooperative association, to each 
handler to whom the cooperative associa¬ 
tion sells milk. For the purpose of this 
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report, the milk caused to be so delivered 
by a cooperative association shall bo 
prorated to each class in the propor¬ 
tion that the total receipts of producer 
milk by such handler were used in each 
class; 

<J) Publicly announce by posting in 
a conspicuous place In his office and by 
such other means as he deems appro¬ 
priate the prices determined for each 
month as follows; 

(1) On or before the 5th day of each 
month the minimum prices for Class I 
milk, pursuant to 5 943.51 (a) and the 
Class I butter fat differential pursuant to 
} 943.52 (a), both for the current month; 
and the minimum price for Class II 
milk pursuant to 4 943.51 <b) and the 
Class Ijt butterfat differential pursuant 
to 8 943.52 <b), both for the preceding 
month: and. 

(2) On or before the 12th day of each 
month, the uniform prices computed 
pursuant to 8 943.71 and the butterfat 
differential computed pursuant to 
8 943.81, both applicable to milk delivered 
during the preceding month: and, 

<k) Prepare and disseminate to the 
public such statistics and Information 
as he deems advisable and as do not re¬ 
veal confidential information. 

<1) Furnish to a cooperative associa¬ 
tion for Its members the data furnished 
pursuant to 8 943.50 (a). 

•in) The market administrator. In 
order to Insure the payments by han¬ 
dlers required under the provisions of 
8 943.80 of this order, shall require all 
handlers subject to the order to post a 
bond in an amount not exceeding twice 
the estimated amount of the payments to 
be made to producers for any delivery 
period and require such sureties on said 
bond as will satisfy the market admin¬ 
istrator. 

REPORTS, RECORDS AND FACILITIES 

8 943.30 Reports of receipts and aff- 
tization. On or before the 7th day after 
the end of each month, each handler, 
except a producer-handler, shall report 
to the market administrator in the de¬ 
tail and on forms prescribed by the 
market administrator as follows: 

<a> The quantities of skim milk and 
butterfat contained in milk received 
from each producer; 

<b> The quantities of skim milk and 
butterfat contained in tor used in the 
production of) receipts from other 
handlers; 

(c) The quantities of skim milk and 
butterfat contained in receipts of other 
source milk texcept Class II products 
disposed of in the form in which received 
without further processing or packaging 
by the handler); 

(d) The utilization of all skim milk 
and butterfat required to be reported 
pursuant to this section; \ 

(e) The disposition of Class I products 
on routes wholly outside the marketing 
area; and. 

<f) Such other information with re¬ 
spect to receipts and utilization as the 
market administrator may prescribe. 

8 943.31 Payroll reports. On or be* 
fore the 20th day of each month, each 
handler shall submit to the market ad¬ 
ministrator his producer payroll for dc* 


liveries of the preceding month, which 
shall show : 

(a) The total pounds of milk received 
from each producer and cooperative as¬ 
sociation and the total pounds of butter¬ 
fat contained In such milk; 

(b) The amount of payment to each 
producer and cooperative association; 
and. 

(c) The nature and amount of any dc- . 
ductions or charges involved in such 
payments. 

8 943.32 Ol.ier reports . (a> Each 

producer-handler shall make reports to 
the market administrator at such time 
ar 1 in such manner as the market ad¬ 
ministrator mq,p prescribe. 

(b) Each handler who causes milk to 
be diverted to an unapproved plant shall, 
prior to such diversion, report to the 
market administrator and to the coop¬ 
erative association of which such pro¬ 
ducer is a member his intentidh to divert 
such milk, the proposed date or dates of 
such diversion, and the plant to which 
such milk is to be diverted. 

8 943.33 Records and facilities. Each 
handler shall maintain and make avail¬ 
able to the market administrator or to 
his representative during the usual hours 
of business such accounts and records of 
his operations and such facilities as are 
necessary for the market administrator 
to verify or establish the correct data 
with respect to: 

(a) The receipts and utilization of all 
receipts of producer milk and other 
source milk; 

lb) The weights and tests for butterfat 
and other content of ail milk, skim milk, 
cream and milk products handled; 

<c> Payments to producers and coop¬ 
erative associations; and, 

(d> The pounds of skim milk and but¬ 
terfat contained in or represented by all 
milk, skim milk, cream and milk prod¬ 
ucts on hand at the beginning and end 
of each month. 

8 943.34 Retention of records. All 
books and records required under this 
order to be made available to the market 
administrator shall be retained by the 
handier for a period of three years to - 
begin at the end of the month to which 
such books and records pertain: Provided, 
That If, within such three-year period, 
the market administrator notifies the 
handler in writing that the retention of 
such books and records, or of specified 
books and records, is necessary in con¬ 
nection with a proceeding under section 
8 <c) (15) (A) of the act or a court 
action specified in such notice, the han¬ 
dler shall retain such books and records, 
or specified books and records, until fur¬ 
ther written notification from the mar¬ 
ket administrator. In either case, the 
market administrator shall give further 
written notification to the handler 
promptly, upon the termination of the 
litigation or when the records are no 
longer necessary in connection therewith, 

CLASSIFICATION 

8 943.40 Skim milk and butterfat to 
be classified . All skim milk and butter¬ 
fat received within the month by a han¬ 
dler and which is required to be reported 
pursuant to 8 943.30 shall be classified 


by the market administrator pursuant 
to the provisions of 81 943.41 to 943.45, 
inclusive. 

8 943.41 Classes of utilization. Sub¬ 
ject to the conditions set forth in 
68 943.42 and 943.43, the classes of utili¬ 
zation shall be as follows: 

(a) Class 1 milk shall be all skim milk 
(Including reconstituted skim milk) and 
butterfat disposed of in the form of milk, 
skim milk, buttermilk, flavored milk 
drinks, cream, cultured sour cream, 
aerated products containing milk or 
cream, cottage cheese, any mixture (ex¬ 
cept bulk ice cream mix) of cream and 
milk or skim milk, and all skim milk and 
butterfat not specifically accounted for 
under paragraph <b> of this section; and 
any other product containing skim milk 
or butterfat not specifically accounted 
for in paragraph (b > of this section which 
the health regulations shall now or here¬ 
after require to be made fom Grade A 
milk. 

<b> Class n milk shall be all skim milk 
and butterfat: 

< 1 > Used to produce any product other 
than those specified in paragraph (a) 
of this section; 

(2) Disposed of for livestock feed; 

(3) In shrinkage of other source milk; 
and. 

(4) In inventory variations of milk, 
SRim milk and cream. 

8 943.42 Responsibility of handlers 
end reclassification of milk. <a> All 
skim milk and butterfat shall be Class I 
milk unless the handler who first receives 
such skim milk or butterfat can prove 
to the market administrator that such 
skim milk or butterfat should be classi¬ 
fied otherwise. 

<b> Any skim milk or butterfat (ex¬ 
cept that transferred to a producer- 
handler) shall be reclassified if verifica¬ 
tion by the market administrator dis¬ 
closes that the original classification was 
incorrect. 

8 943.43 Transfers. Skim milk or but¬ 
terfat disposed of by a handler cither by 
transfer or diversion shall be classified: 

(a) As Class I milk if teansferred or 
diverted in the form of milk, skim milk 
or cream, to the approved plant of an¬ 
other handier (except a producer-han¬ 
dler), unless utilization in Class n is 
mutually Indicated in writing to the mar¬ 
ket administrator by both handlers on 
or before the 7th day after the end of the 
month within which such transaction 
occurred: Provided , That the skim milk 
or butterfat so assigned to Class II shall 
be limited to the amount thereof re¬ 
maining in Class n in the plant of the 
transferee-handler after the subtraction 
of other source milk, pursuant to 8 943.45, 
and any additional amounts of such skim 
milk or butterfat shall be assigned to 
Class I: And provided further , That if 
either or both handlers have received 
other source milk the skim milk or but¬ 
terfat so transferred or diverted shall 
be classiflicd at both plants so as to 
allocate the greatest possible Class I 
utilization to producer milk. 

(b) As Class I milk, if transferred or 
diverted to a producer-handler in the 
form of milk, skim milk, or cream. 
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(c) As Cla&3 I milk, if transferred or 
diverted in the form of milk or skim 
milk to an unapproved plant located 
more than 100 miles from the approved 
plant by the shortest highway distance 
as determined by the market admin¬ 
istrator. 

id> As Class I milk, if transferred in 
the form of cream under Grade A cer¬ 
tification to an unapproved plant lo¬ 
cated more than 100 miles from the 
marketing area, and as Class II milk if 
so transferred without Grade A certl-^ 
fleation. 

(e> il> As Class I milk if transferred 
or delivered In the form of milk, skim 
milk, or cream to an unapproved plant 
located not more than 100 miles from 
the approved plant, and from which 
fiuid milk is disposed of on wholesale or 
retail routes unless all the following 
conditions are met: 

(i) The market administrator is per¬ 
mitted to audit the records of such un¬ 
approved plant: and. 

(U) Such unapproved plant receives 
milk from dairy farmers who the market 
administrator determines constitute its 
regular source of supply for Class I milk. 

If these conditions are met, the 
market administrator shall classify such 
milk as reported by the handler subject 
to verification as follows: 

<i) Determine the use of ail skim milk 
and butterfat at such unapproved plant; 
and 

<tl> Allocate the skim milk and but¬ 
terfat so transferred or diverted to the 
highest use classification remaining after 
subtracting in series beginning with the 
highest use classification, the skim milk 
and butterfat in milk received at the 
unapproved plant directly from dairy 
fanners. 

<f> As Class n milk, if transferred or 
diverted in the form of milk, skim milk, 
or cream to an unapproved plant located 
not more than 100 miles from the ap¬ 
proved plant and from which fluid milk 
is not disposed of on wholesale or retail 
routes. 

6 943.44 Computation of the skim 
milk and butterfat in each class. For 
each month, the market administrator 
shall correct for mathematical and for 
other obvious errors the monthly report 
submitted by each handler and shall 
compute the pounds of skim milk and 
butterfat in Class I milk and Class II 
milk for such handler. 

§ 943.45 Allocation of skim milk and 
butterfat classified, fitter making the 
computations pursuant to 5 943.44. the 
market administrator shall determine 
the classification of milk received from 
producers as follows: 

<a> Skim milk shall be allocated in 
the following manner: 

• 1 1 Subtract from the pounds of skim 
milk in Class n the pounds of skim milk 
in other source milk: Provided , That if 
the receipts of skim milk in other source 
milk are greater than the remaining 
pounds of skim milk In Class II. an 
amount equal to the difference shall bo 
subtracted from the pounds of skim milk 
in Class I: 

<2» Subtract from the remaining 
pounds of skim milk in each class the 


skiru milk received from other handlers 
according to its classification as deter¬ 
mined pursuant to i 943.43 (a); 

(3) If the remaining pounds of skim 
milk in both classes exceed the pounds of 
skim milk received from producers, sub¬ 
tract such excess from the remaining 
pounds of skim milk in series beginning 
with Class II milk. Any amount so sub¬ 
tracted shall be called "overage.” 

<b> Butterfat shall be allocated in ac¬ 
cordance with the same procedure out¬ 
lined for skim milk in paragraph (a) of 
this section. 

<c> Determine the weighted average 
butterfat content of Class I and Class II 
milk computed pursuant to paragraphs 
(a) and ib) of this section. 

MINIMUM TRICES 

i 943.50 Basic formula price to be 
used in determining Class ! prices. The 
basic formula price to be used in deter¬ 
mining the price per hundredweight of 
Class I milk shall be the highest of the 
prices computed pursuant to paragraphs 

(a) and (b) of this section and S 943.51 

(b) . 

(a) The average of the basic or field 
prices per hundredweight reported to 
have been paid or to be paid for milk of 
3 5 percent butterfat content received 
from farmers during the month at the 
following plants or places for which 
prices have been reported to the market 
administrator or to the Department, 
divided by 3.5 and multiplied by 4.0: 

Present Operator and Location 

Borden Co.. Mount Ple&ftani, Mich. 

Carnation Co.. Sparta. Mtch. 

Pet Milk Co.. Hudson. Mich. 

Pet Milk Co.. Wayland, Mich. 

Pet Milk Co., CooperavUleJdich. 

Borden Co., GreenvUle, Wl». 

Borden Co* Black Creek. Wta. 

Borden Co., OrfordvlUe. Wia. 

Borden Co.. New Loudon, Wl«. 

Carnation Co., Chilton, Win. 

Carnation Co.. Berlin, WU. 

Carnation Co., Richland Center. WU. 

Carnation Co.. Oconocnowac. WU. 

Carnation Co.. Jcfferam. WU. 

Pet Milk Co.. New Olarus. WU. 

Pet MUk Co., Belleville, WU. 

White House Milk Co., Manitowoc. WU. 

White House MUk Co ., West Bend. WU. 

(b) The price per hundredweight com¬ 
puted by adding together the plus values 
pursuant to subparagraphs (1) and (2) 
of this paragraph: 

(l) From the simple average as com¬ 
puted by the market administrator of 
the daily wholesale selling prices (using 
the midpoint of any price range as one 
price) per pound of Grade A <92-&core) 
bulk creamery butter per pound at Chi¬ 
cago, as reported by the Department 
during the month, subtract 3 cents, add 
20 percent thereof, and multiply by 4.0. 

<2> From the simple average as com¬ 
puted by the market administrator of 
the weighted averages of carlot prices 
per pound for nonfat dry milk solids, 
spray and roller process, respectively, for 
human consumption, f, o. b. manufactur¬ 
ing plants in the Chicago area, as pub¬ 
lished for the period from the 26th day 
of the preceding month through the 25th 
day of the current month by the Depart¬ 
ment. deduct 5.5 cents, multiply by 8.5, 
and then multiply by 0 96. 


5 943.51 Class prices . Subject to the 
provisions of 1 943.52. the minimum 
prices per hundredwetght to be paid by 
each handler for milk received at his 
plant from producers during the month 
shall be as follows: 

<a> Class / milk. The basic formula 
price plus $2 25 during the months of 
April. May and June, and plus $2.70 dur¬ 
ing all other months: Provided, That for 
each of the months of October. Novem¬ 
ber. December, and January such price 
shall not be less than that for the pre¬ 
ceding month, and that for each of the 
months of April. May and June such price 
shall not be more than that for the pre¬ 
ceding month. 

<b> Class l! milk. The average of the 
basic or field prices reported to have been 
paid or to be paid for ungraded milk of 
4.0 percent butterfat content received 
from farmers during the month at the 
following plants or places for which 
prices have been reported to the market 
administrator or to the Department: 

Present Operator and Location 

Carnation Co.. Sulphur Spring, Tex 

Farmera Marketing Cooperative Association, 
Mucus! cr. Tex. 

South Texas Processing Plant. LaOrange. 
Tex 

Lamar Creamery. Paris, Tex. 

$ 943.52 Butterfat differentials to 
handlers. If the average butterfat con¬ 
tent of the milk of any handler allocated 
to any class pursuant to 1 943.45 is more 
or less than 4.0 percent, there shall be 
added to the respective class price, com¬ 
puted pursuant to 1 943.51, for each one- 
tenth of 1 percent that the average but¬ 
terfat content of such milk is above 4.0 
percent, or subtracted for each one-tenth 
of 1 percent that such average butterfat 
content is below 4.0 percent, an amount 
equal to the butterfat differential com¬ 
puted by multiplying the simple average, 
as computed by the market administra¬ 
tor. of the dally wholesale selling price 
per pound (using the midpoint of any 
price range as one price) of Grade A (92- 
score) bulk creamery butter at Chicago 
as reported by the Department during the 
preceding month by the applicable factor 
listed below and dividing the result by 10: 

(a) Clans l milk. Multiply by 105: 

<b) Clast II milk. Multiply by Lift. 

APPLICATION OF PROVISIONS 

5 943 60 Producer-handlers. Sections 
943.40 to 943.45, 943.50 to 943.52, 913.70. 
943.71, 943 80 to 943.84. 943.90 to 943.92. 
and 943.100 to 943.110 shall, not apply 
to a producer-handler. 

1 943.61 Handlers subject to other 
orders. In the case of any handler who 
the Secretary determines disposes of a 
greater portion of his milk as Class I 
milk in another marketing area regu¬ 
lated by another milk marketing agree¬ 
ment or order issued pursuant to the 
Act, the provisions of this part shall 
not apply except as follows:/ 

(a) The handler shall, with respect to 
the total receipts of skim milk and but¬ 
terfat, make reports to the market ad¬ 
ministrator at such time and in such 
manner as the market administrator 
may require and allow verification of 
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such reports by the market adminis¬ 
trator. 

<b> IX the price which such handler 
is required to pay under the other Fed¬ 
eral order to which he is subject for 
skim milk and butterfat which would be 
classified in Class I milk under this order 
is less than the price provided by this 
order, such handler shall pay to the mar¬ 
ket administrator for deposit Into the 
producer-settlement fund (with respect 
to all skim milk and butterfat disposed 
of as Class I milk within the marketing 
area) an amount equal to the difference 
between the value of such skim milk or 
butterfat as computed pursuant to this 
order and its value as determined pur¬ 
suant to the other order to which he is 
subject. 

8 943.62 The market administrator Is 
hereby authorized, empowered and di¬ 
rected to make an administrative deter¬ 
mination from the records of the han¬ 
dlers in this marketing area and the 
producers association in this marketing 
area of the daily base and monthly base 
of all producers on the market, if neces¬ 
sary in order to effect the provisions of 
§ 943.91 during the first year of its 
operation. 

$ 943.63 Other source milk. For any 
other source skim milk or butterfat sub¬ 
tracted from Class I pursuant to the 
provisions of § 943.46. the market ad¬ 
ministrator in determining the net pool 
obligation of the handler pursuant to 
this order shall add an amount equal to 
the difference between the value of such 
skim milk and butterfat at the Class I 
and at the Class n price, unless such 
handler can prove to the satisfaction of 
the market administrator that such 
other source skim milk and butterfat was 
utilized only to the extent that producer 
milk was not available. 

5 943.64 The market administrator 
may prescribe reasonable rules and regu¬ 
lations governing the testing technique 
which shall be utilized in testing pro¬ 
ducer milk to determine the butterfat 
content thereof as a basis for the com¬ 
putations and payments to be made pur¬ 
suant to the provisions of this part. 

DFTERMINATION Of UNIFORM PRICI 

6 943.70 Computation o/ value of milk. 
The value of milk received during each 
month by each handler from producers 
shall be a sum of money computed by 
the market administrator by multiply¬ 
ing the pounds of such milk in c8ch class 
by the applicable class prices and adding 
together the resulting amounts: Pro- 
r ided. That If the handler had overage of 
either skim milk or butterfat. there shall 
be added to the above values an amount 
computed by multiplying the pounds of 
overage deducted from each class pur¬ 
suant to 8 943.45 by the applicable class 
prices. 

8 943.71 Computation of uniform 
price. For each month the market ad¬ 
ministrator shall compute the uniform 
price per hundredweight for milk of 
4.0 percent butterfat content received 
from producers as follows: 

(a) Combine into one total the values 
computed pursuant to paragraph (a) of 
this section for all handlers who made 


the reports prescribed In §943.30 and 
who made the payments pursuant to 
§8 943.80 and 943.84 for the preceding 
month. 

<b> Add not less than one-half of 
the cash balance on hand in the pro¬ 
ducer-settlement fund, less the total 
amount of the contingent obligations to 
handlers pursuant to 8 943.84. 

<c> Subtract if the average butterfat 
content of the milk included in these 
computations is greater than 4.0 per¬ 
cent. or add if such average butterfat 
content is less than 4.0 percent an 
amount computed by multiplying the 
amount by which the average butterfat 
content of such milk varies from 4 0 
percent by the butterfat differential 
computed pursuant to 8 843.81 and mul¬ 
tiplying the resulting figure by the total 
hundredweight of such milk; 

(d) Subtract not less than 4 cents nor 
more than 5 cents per hundredweight of 
milk Included in these computations. 

<e> Compute the total quantity of 
milk which represents the delivered 
bases of producers and which is included 
in the computation made pursuant to 
paragraph (a) of this section. 

(f) During the period of time from 
February 1 through September 30 of 
each year, compute the total value of 
the milk which is in excess of the de¬ 
livered base of producers computed'pur¬ 
suant to paragraph (e) of this section 
and which is included in the computa¬ 
tion pursuant to paragraph (a) of this 
section as follows: 

(l) During the period of time from 
February 1 through September 30 of 
each year, determine the classification 
of milk in excess of base by allocating 
such milk first to Class II and then to 
Class I until all such milk has been 
classified; 

<2> Multiply the total pounds of ex¬ 
cess milk allocated to each class by the 
appropriate class prices provided in 
§ 943.51: 

<3) Add together the resulting 
amounts. 

(g) Compute the total value of the 
milk represented by the delivered bases 
of producers by subtracting the value 
obtained in paragraph (f) of this sec¬ 
tion from the value obtained in para¬ 
graph (a) of this section. 

<h> During the period of time from 
February l through September 30 of 
each year, divide the result obtained In 
paragraph (g) of this section by the 
quantity of milk represented by the de¬ 
livered bases of producers as determined 
in paragraph <e) of this section. This 
result.will be known as the uniform 
price per hundredweight for such month 
for base milk of producers containing 
4.0 percent butterfat. 

(i) During the period of time from 
February 1 through September 30 of each 
year, divide the result obtained in para¬ 
graph <f) of this section by the total 
hundredweight of milk in excess of the 
delivered base of producers. This re¬ 
sult shall be known as the “excess price* 
for each month. 

(J) On or before the 12th day after 
the end of each month, notify all han¬ 
dlers of these computations, of the uni¬ 
form price per hundredweight of base 
milk and the excess price per hundred¬ 


weight. computed pursuant to this para¬ 
graph. 

§ 943.80 Time and method of pay¬ 
ment. (a) On or before the 15th day 
after the end of the month during which 
the milk was received, after deducting 
the amount of the payments made pur¬ 
suant to paragraph <b) of this section, 
subject to the butterfat differential com¬ 
puted pursuant to 8 943.81. for milk 
purchased or received from producers by 
^each handler during such month, such 
nandler shall make payment as follows: 

<l> To each producer, except as set 
forth in paragraph (3) of this para¬ 
graph. not less than the uniform price 
per hundredweight, computed pursuant 
to § 943.71 <h> for that quantity of milk 
received from such producer not in ex¬ 
cess of such producer's base; and. 

<2) To each producer, except as set 
forth in paragraph (3) of this para¬ 
graph. not less than the excess price, 
computed pursuant to 8 843.71 (1). for 
that quantity of milk received from such 
producer In excess of such producer s 
base; and. 

(3) To a cooperative association for 
milk which is caused to be delivered to 
a handler from producers and for which 
such cooperative association is author¬ 
ized to collect payments, if the coopera¬ 
tive association so requests, a total 
amount equal to not less than the sum 
of the individual payments otherwise 
payable to such producers under para¬ 
graphs (l) and (2) of this paragraph. 

<b) On or before the last day of each 
month, each handler shall make an ad¬ 
vance payment for milk purchased or 
received from producers during the first 
15 days of the month to each producer at 
not less than $4.00 per hundredweight 
without deductions: Provided , That with 
respect to producers whose milk was 
caused to be delivered to such handler 
by a cooperative association, which is 
authorized to collect payments for such 
milk, if the cooperative association so re¬ 
quests. the handler shall pay such co¬ 
operative association an amount equal 
to the sum of the individual payments 
otherwise payable to such producers In 
accordance with this paragraph: And 
provided further , That the advance pay¬ 
ment provided by this paragraph shall 
not be made to a new producer subject 
to the provisions j>t 8 943.91 (a). 

8 943.81 Producer-butter fat different 
tlal. In making payments pursuant to 
8 943.80. there shall be added to or sub¬ 
tracted from the uniform price for each 
onc-tenth of 1 percent that the average 
butterfat content of the milk received 
from the producer is above or below 4.0 
percent, an amount computed by multi¬ 
plying by 1.2 the simple average as com¬ 
puted by the market administrator of 
the daily wholesale selling prices per 
pound (using the midpoint of any price 
range as one price) of Grade A (92-scorc) 
bulk creamery butter at Chicago as re¬ 
ported by the Department during the 
month, dividing the resulting sum by 10, 
and rounding to the nearest one-tenth 
of a cent. 

8 943.82 Producer-settlement fund. 
The market administrator shall estab¬ 
lish and maintain a separate fund known 
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a $ the "producer-settlement fund.” Into 
which he shall deposit all payments made 
by handlers pursuant to 15 943.61 (b), 
943.83 and 943 85. and out of which he 
shall make all payments to handlers 
pursuant to 11 943.84 and 943.85. 

1943.83 Payments to the producer- 
settlement fund. On or before the 13th 
day after the end of the month during 
which the milk was received, each han¬ 
dler, Including a cooperative association 
which is a handler, shall pay to the 
market administrator the amount, if 
any. by which the value of the milk re¬ 
ceived by such handler from producers as 
determined pursuant to 1 943 70 is 
greater than the amount required to be 
paid producers by such handler pursuant 
to 1 943.80. 

1 943.84 Payments out of the pro¬ 
ducer-settlement fund. On or before 
the 14th day after the end of the month 
during which the milk was received, the 
market administrator shall pay to each 
handler, including a cooperative asso¬ 
ciation which is a handler, the amount. 
If any, by which the value of the milk 
received by such handler from producers 
during the month as determined pursu¬ 
ant to 1 943.70 is less than the amount 
required to be paid producers by such 
handler pursuant to 5 943.80: Provided , 
That if the balance in the producer- 
settlement fund is insufficient to make 
all payment* pursuant to this para¬ 
graph, the market administrator shall 
reduce uniformly such payments and 
shall complete such payments as soon as 
the necessary funds are available. No 
handler who has not received the bal¬ 
ance of such payment from the market 
administrator shall be considered in vio¬ 
lation of 1 943.80 if he reduces his pay¬ 
ments to producers by not more than 
the amount of the reduction in payment 
from the producer-settlement fund. 
The handler shall complete such pay¬ 
ments to producers not later than the 
date for making such payments next 
following after the receipt of the bal¬ 
ance from the market administrator. 

5 943.85 Adjustment of accounts . 
Whenever audit by the market admin¬ 
istrator of any handler’s reports, books, 
records, or accounts discloses errors re¬ 
sulting in money due: 

<1> The market administrator from 
such handler; 

<2> Such handler from the market 
administrator; or, 

<3> Any producer or cooperative as¬ 
sociation from such handier, the market 
administrator shall promptly notify such 
handler of any amount so due and pay¬ 
ment thereof shall be made on or before 
the next date for making payments set 
forth in the provisions under which er¬ 
ror occurred. 

BASK RATIN’0 

1 943.90 Determination of monthly 
base. For each month during which 
payments to producers are made pur¬ 
suant to established bases, the monthly 
base of each producer shall be a quan¬ 
tity of milk calculated by the market 
administrator by multiplying the num¬ 
ber of days in such month by the daily 
base of each producer which has been 


determined pursuant to the provisions 
Of 1 943.91. 

1 943.91 Determination of daily base. 
Effective February 1, 1951, through Sep¬ 
tember 30.1951, and for the same months 
of each succeeding year, the daily base 
of each producer shall be a quantity of 
milk calculated by the market admin¬ 
istrator in the following manner: Di¬ 
vide the total pounds of milk sold or 
delivered during the next preceding 
months of October. November. December 
and January by the total number of days 
in this 4-month period. This quantity 
of milk shall be known as such pro¬ 
ducer’s daily base: Provided , That the 
daily base of a new producer coming 
on the market after the beginning of the 
base setting period shall be determined 
by dividing the total pounds of milk sold 
or delivered to a handler during the 
base setting period by the total number 
of days such producer delivered to a 
handler during the base setting period: 
Provided further , That when such pro¬ 
ducer sells or delivers for 90 days or less, 
and 30 days or more, during the base 
setting period, the following percentages 
shall be deducted from that producer s 
daily base: 

Deductions 

Dm: (percent \ 

Cl to 90... 20 

31 to 60... 30 

And provided further . That if a new 
producer sells or delivers milk to a han¬ 
dler for less than 30 days during the base 
setting period, he shall be allocated a 
temporary base in accordance with pro¬ 
visions of paragraph (a) of this section. 

(a) A new producer who comes on the 
market after the base setting period has 
ended or less than 30 days before the end 
of such period shall be paid Class II price 
for all milk sold and delivered during the 
first fractional part of any month he is 
on the market and shall thereafter be al¬ 
located a temporary base computed by 
the market administrator, for use until 
the beginning of the base setting period, 
as follows: Divide the total pounds of 
milk sold or delivered to a handler during 
each full month thereafter until the be¬ 
ginning of the next base setting period 
by the number of days in that month, and 
subtract from that figure the following 
percentages for the applicable months: 
Months: Percentage t Months: Percentages 


January.. 


June... 


February. 

. 40 

July_ 

.. 70 

March ... 


August_ 


April_ 

. 60 

September 

60 

May. 

. 60 



1 943.92 

Base rules, (a) Any 

pro- 


ducer who ceases to deliver milk to a han¬ 
dler for a period of more than 30 consecu¬ 
tive days, except as provided for in para¬ 
graph (e) of this section, shall forfeit his 
base. In the event such producer there¬ 
after commences to deliver milk to a han¬ 
dler. he shall be allotted a daily base com¬ 
puted in the manner provided in 1 943.91, 
<b> A landlord who rents on a share 
basis shall be entitled to the entire dally 
base to the exclusion of the tenant if the 
landlord owns the entire herd. A tenant 
who rents on a share basis shall be en¬ 
titled to the entire daily base to the ex¬ 
clusion of the landlord if the tenant owns 
the entire herd. If the cattle are jointly 


owned by the tenant and the landlord, 
the daily base shall be terminated wheu 
such share basis is terminated. 

<c> A producer, whether a landlord or 
a tenant, may retain his base when mov¬ 
ing his entire herd of cows from one farm 
to another. 

id) Base may not be transferred ex¬ 
cept (1> in case of the death (or retire¬ 
ment) of a producer, in which case his 
base may be transferred to a surviving 
member or members of his family who 
carry on the same dairy operation; and, 
12) in case a producer goes out of the 
business of producing milk and sells 100 
percent of his dairy herd, in which case 
the entire base may be transferred to the 
purchaser. 

<c> For the purposes of this section 
only, the term “producer” shall include 
any person who has been a producer as 
defined in 1 943.10 but whom the appro¬ 
priate health officer or his authorized 
representative has suspended temporar- 
iiy for failure to produce milk in con¬ 
formity with the applicable health regu¬ 
lations. 

MARKETING SERVICES 

1 943.100 Marketing services . fa) Ex¬ 
cept as set forth in paragraph (b) of this 
section, each handler, in making pay¬ 
ments to producers (other than himself) 
pursuant to 1 943 80. shall deduct 5 cents 
per hundredweight or such amount not 
exceeding 5 cents per hundredweight as 
may be prescribed by the Secretary, and 
shall pay such deductions to the market 
administrator on or before the 15th day 
after the end of each month. Such mon¬ 
eys shall be used by the market admin¬ 
istrator to sample, test, and check the 
weights of milk received and to provide 
producers with market information. 

(b) In the case of producers for whom 
a cooperative association is actually per¬ 
forming the services set forth in para¬ 
graph (a> of this section, each handler 
shall make, in lieu of the deduction 
specified in paragraph (a) of this sec¬ 
tion, such deductions from the payments 
to be made to such producers as may be 
authorized by the membership agree¬ 
ment or marketing contract between 
such cooperative association and such 
producers on or before the 15th day after 
the end of each month pay such deduc¬ 
tion to the cooperative association ren¬ 
dering such services, 

EXPENSES OF ADMINISTRATION 

I 943 110 Expenses of administration. 
As his pro rota share of the expense of 
administration hereof, each handler 
shall pay to the market administrator 
on or before the 15th day after the end 
of the month. 4 cents per hundred¬ 
weight. or such amount not exceeding 4 
cents per hundredweight as the Secre¬ 
tary may prescribe, with respect to all 
receipts within the month of (a) other 
source milk which is classified as Class 
I milk, and (b) milk from producers in¬ 
cluding such handler’s own production. 

TERMINATION OF OBLIGATION 

5 943.120 Termination of obligation. 
The provisions of this section shall 
apply to any obligation under this order 
for the payment of money. 
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(a) The obligation of any handler to 
pay money required to be paid under the 
terms in paragraphs <b> and <c) of this 
section, terminate two years after the 
last day of the calendar month during 
which the market administrator receives 
the handler's utilization report on the 
milk involved in such obligation, unless 
within such two-year period the market 
administrator notifies the handler In 
writing that such money is due and pay¬ 
able. Service of such notice shall be 
complete upon mailing to the handler s 
last known address, and it shall contain 
but need not be limited to. the following 
Information: 

< 1) The amount of the obligation; 

<2> The month(s) during which the 
milk, with respect to which the obliga¬ 
tion exists, was received or handled; and. 

(3) If the obligation is payable to one 
or more producers or to an association of* 
producers, the name of such producer*s) 
or association of producers, or if the 
obligation is payable to the market ad¬ 
ministrator, the account for which it is 
to be paid. 

<b> If a handler fails or refuses, with 
respect to any obligation under this or¬ 
der. to make available to the market 
administrator or his representatives all 
books and records required by this order 
to be made available, the market admin¬ 
istrator may. within the two-year period 
provided for in paragraph (a) of this 
section, notify the handier in writing of 
such failure or refusal If the market 
administrator so notifies a handler, the 
said two-year period with respect to such 
obligation shall not begin to run until 
the first day of the calendar month fol¬ 
lowing the month during which all such 
books and records pertaining to such 
obligation are made available to the 
market administrator or his representa¬ 
tives. 

(c) Notwithstanding the provisions of 
paragraphs <a> and tb> of this section, 
a handler’s obligation under this order to 
pay money shall not be terminated with 
respect to any transaction Involving 
fraud or willful concealment of a fact 
material to the obligation, on the part of 
the handler against whom the obligation 
is sought to be imposed. 

<d> Any obligation on the part of the 
market administrator to pay a handler 
any money which such handler claims to 
be due him under the terms of this order 
shall terminate two years after the end 
of the calendar month during which the 
milk involved in the claim was received 
if an underpayment is alalmed, or two 
years after the end of the calendar month 
during which the payment <including 
deduction or set-off by the market ad¬ 
ministrator) was made by the handler if 
a refund on such payment is claimed, 
unless such handler, within the appli¬ 
cable period of time, flies, pursuant to 
section 8 (c) (15) (A) of the act. a peti¬ 
tion claiming such money. 

EFFECTIVE TIME. SUSPENSION OR 
TERMINATION 

5 943.130 Effective time . The provi¬ 
sions of this part or any amendment to 
this part shall become effective at such 
time as the Secretary may declare and 
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shall continue in force until suspended 
or terminated pursuant to paragraph 
lb) of tills section, 

9 943.131 Suspension or termination . 
The Secretary may suspend or terminate 
this part or any provision of this part 
whenever he finds this part or any pro¬ 
vision of this part obstructs or does not 
tend to effectuate the declared policy of 
the act. This part shall terminate in 
any event whenever the provisions of the 
a;t authorizing it cease to be in effect. 

9 943.132 Actions after suspension or 
termination. If, upon the suspension or 
termination of any or all provisions of 
this part, there are any obligations 
thereunder, the final accrual or ascer¬ 
tainment of which requires further acts 
by any person (including the market ad¬ 
ministrator). such further acts shall be 
performed notwithstanding such suspen¬ 
sion or termination. 

9 943.133 Liquidation. Upon the sus¬ 
pension or termination of the provisions 
of this part, except this section, the mar¬ 
ket administrator, or such other liqui¬ 
dating agent as the Secretary may desig¬ 
nate. shall, if so directed by the Secre¬ 
tary, liquidate the business of the mar¬ 
ket administrator's office, dispose of all 
property in his possession or control, in- 
c’uding accounts receivable, and execute 
and deliver all assignments or other in¬ 
struments necessary or appropriate to 
effectuate any such disposition. If a 
liquidating agent is so designated, all 
assets, books and records of the market 
administrator shall be transferred 
promptly to such liquidating agent. If. 
upon such litigation, the funds on hand 
exceed the amounts required to pay out¬ 
standing obligations of the office of the 
market administrator and to pay neces¬ 
sary expenses of liquidation and distri¬ 
bution, such excess shall be distributed 
to contributing handlers and producers 
In an equitable manner. 

MISCELLANEOUS PROVISIONS 

9 943.140 Agents . The Secretary may, 
by designation in writing, name any 
officer or employee of the United States 
to act as his agent or representative in 
connection with any of the provisions of 
this part. 

9 943.141 Separabilitv of provisions . 
If any provision of this part or its ap¬ 
plication to any person or circumstances, 
is held Invalid, the application of such 
provision and the remaining provisions 
of this part to other persons or circum¬ 
stances, shall not be affected thereby. 

The following proposals are modifica¬ 
tions of the marketing area proposed to 
be defined in 9 943.6 of the proposal of 
the North Texas Producers Association, 
Inc.: 

Proposed by Wichita Palls Area Milk 
Producers Association, Inc.: 

1. That the city limits of Wichita 
Fnlls, Texas, be included in the market¬ 
ing area. 

Proposed by Lamar Creamery Com¬ 
pany. Paris, Tex.: 

2. That the counties of Red River. 
Bowie, and Franklin, all in the State of 
Texas, and the counties of Choctaw, 


McCurtain, Pushmataha, and Bryan, all 
In the State of Oklahoma, be included 
in the marketing area. 

Proposed by Boswell Dairies. Port 
Worth. Tex.: 

3. That the geographical area be 
changed and expanded to include all the 
territory in the following counties in 
their entirety: Tarrant, Dallas, Johnson. 
Palo Pinto, Parker. Erath, Wise. Hood, 
Hill. Jack, Ellis, and Denton Counties, 
ail In the State of Texas. 

Proposed by Vandcrvoorts, Inc., Port 
Worth. Tex.: 

4. That the following counties (all in 
the State of Texas) be included in the 
marketing area: Tarrant. Parker. John¬ 
son. Erath. Comanche. Palo Pinto. Wise, 
Wichita, Denton, Dallas. Collin. Hood. 
Somervell, Ellis, Kaufman, Rockwall. 
Cooke. Grayson. Smith, and Gregg. 

Proposed by Carnation Company of 
Texas. Chapman Dairy, and Coble’s 
Dairyland. Wichita Palls. Tex.: 

5. That there be included within the 
marketing area the entire counties of; 
Wichita. Wilbarger. Hardeman. Child¬ 
ress, Cottle, Foard, Knox. Haskell, 
Throckmorton. Shackelford, Jones, Bay¬ 
lor, Archer, Young. Stephens. Jack, Clay, 
Montague, all in the State of Texas. 

Proposed by Tennessee Dairies, Dallas, 
Tex.: 

6. All territory in the State of Texas, 
Included within the area bounded on the 
north by the Red River and the State of 
Oklahoma, bounded on the east by and 
including the counties of Lamar. Delta, 
Hopkins. Wood. Upshur, Gregg, and 
8mith: bounded on the south by and in¬ 
cluding the counties of Smith. Van 
Zandt, Kaufman. Navarro. Ellis, John¬ 
son. Parker, and Palo Pinto: and bound¬ 
ed on the west by and Including the coun¬ 
ties of Palo Pinto. Jack and Clay; and 
in addition all territory within the limits 
of the towns and cities of Abilene, 
Breckenridge, Sweetwater. Big Spring, 
Lubbock, Midland. Odessa, Pecos. San 
Aftgelo. Colorado City, Stephenville. 
Csco. and Ranger, all in the State of 
Texas. 

Proposed by Foremost Dairies . !nc. t 
Fort Worth , Texas: 

7. 9 943.6. North Texas marketing 
area. “North Texas marketing area", 
hereinafter called the marketing area, 
shall include the following counties: 
Jack. Wise. Denton. Collin. Dallas, Ellis, 
Tarrant, Hood, Somervell, Erath. Palo 
Pinto, Johnson. Hill, Parker, Grayson. 
Cooke. Rockwell, Kaufman, Lamar, and 
Wichita, all In the state of Texas. 

Copies of this notice of hearing may 
be procured from the Director. Dairy 
Branch. Production and Marketing Ad¬ 
ministration, United States Department 
of Agriculture. Washington 25. D. C.. or 
from the Hearing Clerk. Room 1353, 
South Building, United States Depart¬ 
ment of Agriculture, Washington 25, 
D. C. t oi may be there inspected. 

Dated: December 26, 1950, Washing¬ 
ton. D. C. 

[sralI Roy W. Lennartson. 

Acting Assistant Administrator. 

[F. R. Doc. 50-12581; Filed. Dec. 29. 1950; 

8:56 a. m.| 
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[ 7 CFR, Ports 944, 970 1 

{AM A Docket No. AO-105-A7. Quad Cities) 
(AMA Docket No. AO-174-A4, Clinton. Iowa) 

Handling of Milk m Quad Cities and 
Clinton. Iowa. Milk Marketing Areas 

NOTICE OF BEARING ON PROPOSED AMEND¬ 
MENTS TO TENTATIVE MARKETING AGREE¬ 
MENTS AND TO ORDERS. AS AMENDED 

Pursuant to the provisions of the Ag¬ 
ricultural Marketing Agreement Act of 
1937. as amended <7 U. S. C. 601 et seq.) 
and the applicable rules of practice and 
procedure governing the formulation of 
marketing agreements and marketing 
orders <7 CFR Part 900). notice Is hereby 
given of a joint public hearing to be held 
in the Council Chambers, Rock Island 
City Hall. Rock Island, Illinois, be¬ 
ginning at 10 00 a. m., c. s. t, January 
3. 1951, for the purpose of receiving 
evidence with respect to economic and 
emergency conditions in each of the 
marketing areas specified above which 
relate to the proposed amendments 
hereinafter set forth, or appropriate 
modifications thereof, to the tentative 
marketing agreements heretofore ap¬ 
proved by the Secretary of Agriculture 


and to the orders, as amended, now In 
effect, regulating the handling of milk 
in such marketing areas. These pro¬ 
posed amendments have not received 
the approval of the Secretary of Agri¬ 
culture. 

Proposed by the IllinoLs-Iowa Milk 
Producers Association and Quality Milk 
Association: 

Proposal No. 1 (Quad Cities order). 
Amend S944.S <a> (1) and (2) to es¬ 
tablish differentials for the months of 
January through June 1951. over the 
price for Class III milk for the previous 
delivery period as follows: 



Dell wry Period 

Omdr 

A 

mUk 

Nan- 

A 

milk 

i 

January, »brtury, Marth.. 

IMS 

law 

it 

•lo.. 

1.00 

.AT, 


April. May, Jane .. 

.94 

.00 

H 

.do. 

.*0 

.41 






Proposed by Clinton Cooperative Milk 
Association: 

Proposal No. 2 (Clinton , Iowa order). 
Amend $ 970.4 (a) <1> to establish differ¬ 
entials for the months of January 


through June 1951, over the price for 
Class II milk for the previous delivery 
period as follows: 


Delivery period: Dtffrrentlali 

January. February. March-...._si. 15 

April, May. June.... .95 


Proposed by the Dairy Branch. Produc¬ 
tion and Marketing Administration: 

Proposal No. 3. Make such other 
changes as may be required to make each 
of the marketing agreements and orders 
conform in their entirety with any 
amendments to such respective orders as 
may result from this hearing. 

Copies of this notice of hearing, and 
the said orders, as amended, now In ef¬ 
fect, may be procured from the Market 
Administrator, 335 Federal Building, 16th 
Street and 2d Avenue. Rock Island. Illi¬ 
nois. or from the Hearing Clerk, Room 
1353. South Building, United States De¬ 
partment of Agriculture. Washington 25. 
D. C.. or may be there inspected 

Dated: December 26, 1950, at Wash¬ 
ington. D. C. 

[seal! Roy W. Lcnnartson. 

Acting Assistant Administrator . 

|P. R, Doc. 50-13500; Filed, Dec. 39. 1950; 

8 58 a. m ) 


NOTICES 


DEPARTMENT OF THE INTERIOR 

Office of the Secretary 

(Order $509. Arndt. 131 
Solicitor of Department of Interior 

delegations or authority with respect 
TO LIQUIDATED damages 

Section 27 of Order No. 2509. as 
amended <15 F. R. 2785), is further 
amended to read as follows: 

Sec. 27. Liquidated damages. If the 
Solicitor of the Department of the In¬ 
terior determines that, as a matter of 
Justice and equity, all or any part of the 
liquidated damages assessed on or after 
July 1. 1949, because of delay against a 
party to a contract made by the Depart¬ 
ment of the Interior or one of its agen¬ 
cies on behalf of the Government should 
be remitted, he Is authorized to recom¬ 
mend to the Comptroller General that 
such a remission be made. 

(Sec. 10. Pub Law 754, 8Ut Cong., 3d 8cm.; 
»*C. 2, Rcorg. Plan No. 3 of 1950, 15 F. R. 
3174} 

Oscar L. Chapman. 
Secretary of the Interior . 

December 18. 1950. 

(P R Doc. 50-12481; Filed, Dec. 29. 1950; 
8:47 a. m.) 


(Order 2591, Arndt. 1) 
Petroleum Administration tor Defense 

1. Paragraph (a) of section 2 of Order 
No. 2591 is amended by striking out the 
last three sentences of the paragraph 
and by inserting the following sentence 


in lieu thereof: "The Deputy Adminis¬ 
trator shall report and be responsible 
directly to the Secretary of the Interior/' 
2. Paragraph (c) of section 2 of Order 
No. 2591 is amended by striking out the 
phrase “without the approval of the Ad¬ 
ministrator'* and by Inserting In lieu 
thereof the phrase “without the approval 
of the Secretary of the Interior". 

Oscar L. Chapman, 
Secretary of the Interior. 

December 21. 1950. 

|F. R, Doc, 50-12482; Filed, Dec. 29. 1950; 

8:47 a. m.J 


DEPARTMENT OF AGRICULTURE 

Production and Marketing 
Administration 

Moore L Woods Stockyard 

DEPOS7TNG AS A STOCKYARD 

It has been ascertained that the Moore 
k Woods Stockyard. Tupelo, Mississippi, 
originally posted on September 21. 1938. 
as being subject to the Packers and 
8tockyards Act. 1921. as amended (7 
U. S. C. 181 ct seq.), no longer comes 
within the definition of a stockyard 
under said act for the reason that It no 
longer meets the area requirements. 
Therefore, notice Is given to the owner 
of such stockyard and to the public that 
such stockyard Is no longer subject to 
the provisions of said act. 

Notice of public rule making has not 
preceded promulgation of the foregoing 
rule since it U found that the giving of 
such notice would prevent the due and 
timely administration of the Packers 
and Stockyards Act and would, there¬ 


fore, be impractical. There is no legal 
warrant or justification for not depost- 
Ing promptly a stockyard which no 
longer meets the area requirements of 
the act and is. therefore, no longer a 
stockyard within the definition con¬ 
tained in said act. 

The foregoing rule is in the nature 
of a rule granting an exemption or re¬ 
lieving a restriction and, therefore, may 
be made effective in less than 30 days 
after publication thereof in the Federal 
Register. This notice shall become ef¬ 
fective upon publication in the Federal 
Register. 

(7 U. 8. C. 181 et aeq.) 

Done at Washington. D. C.. this 27th 
day of December 1950. 

H. E. Reed, 

Director , Livestock Branch . 
Production and Marketing 
Administration. 

|F R. Doc. 50-12578; Piled. Dec, 29. 1950; 

8:58 a m | 


DEPARTMENT OF COMMERCE 

Federal Moritime Board 

Notice of Estabi ismmcnt of New 
Dockets 

Notice Ls hereby given (1) that a 
docket has been established for applica¬ 
tions for subsidies under the Merchant 
Marine Act. 1936, as amended, and all 
other proceedings related thereto, involv¬ 
ing public hearings and reports by the 
Board or its predecessor. United States 
Maritime Commission, the docket sym¬ 
bol therefor to be the letter “S“. followed 
by the number of the proceeding; and 
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NOTICES 


(2) that a docket has been established 
for non-regulatory proceedings other 
than those above described, embracing 
miscellaneous matters Involving public 
hearings and reports by the Board or Its 
said predecessor, the docket symbol 
therefor to bo the letter 4, M*\ followed 
by the number of the proceeding. Re¬ 
ports Issued in connection with the above 
proceedings win be included in Volume 
3 and succeeding volumes of the Board's 
printed reports. The new dockets here¬ 
in referred to will be In addition to the 
docket now maintained for regulatory 
proceedings under the various shipping 
acts, the latest number, of which is 
Docket No. 707. 

In accordance with the foregoing 
paragraph, the following proceedings. 
Including some which have not been 
reported as yet by the Board, have been 
assigned the docket symbols and num¬ 
bers shown: 

8-1- In the Matter of Application* for 
Openitlng-D' ffercntlal Subsidy—American 
South African Line., Inc.. Seas Shipping 
C rmpany. Inc. Report dated August 5. 1030. 

8 .1 (Formerly No. 450): In re Application 
of the Baltimore Mail Steamship Company 
to Transfer Certain Veseels owned by it to 
Intercoastal Tirade. Report dAte<l June 7, 
1030 

8-3 (Formerly No. 48(5): In re (1) Applica¬ 
tion of the Baltimore Mall Steamship Com¬ 
pany for Amendment of the Order of Juno 

7. 1038 Relating to Transfer of Certain Ves¬ 
tals Owned by It to Intercoastal Trade; (2) 
Application of Mntson Navigation Company 
for Written Permission to Charter a Vessel 
Owned by it for Operation by the Baltimore 
Mail Steamship Company in Intercoastal 
Trade: and (3) Application of.United States 
Lines Company and Baltimore Mai! Steam¬ 
ship Company for Permission to Charter the 

8. S WiwJilftfffon for Operation by the Bal¬ 
timore Mail Steamship Company In a Single 
Voyage in Intercoastal Trade. Report dated 
December 0, 1038. 

S-4. In the Matter of Applications of 
BloOmfleld Steamship Company and Lykes 
Bros. Steamship Co.. Inc., for Financial Aid 
under Title VI of the Merchant Marine Act, 
1030, as amended, in the Operation of Ves¬ 
sels on Trade Route No. 15 B (United States 
Gulf to 8outh and East African Ports). Re¬ 
port dated November 8. 1940. 

8-5: In the Matter of Application of the 
Oceanic Steamship Company for Financial 
Aid Under Title VI of the Merchant Marine 
Act of 1936. as amended. In the Operation 
of Vessels on Freight Services a and b Trade 
Route No. 27 (U. S. Pacific Porta—Australia, 
New Zealand. New Guinea and South Sea 
Islands), Report dated December 30, 1946. 

8-0: In the Matter of Applications of 
American South African Line. Inc.. Missis¬ 
sippi Shipping Company. Inc., and Seaa 
Shipping Company. Inc. for Financial Aid 
Under Title VI of the Merchant Marine Act, 
1030. as amended. In the Operation of Ves¬ 
sels on Trade Route No. 14 (United States 
Atlantic and Gulf Porta and West Coast of 
Africa). Report dated January 0. 1947. 

S-7: In the Matter of Applications of 
United States Lines Company, American 
President Lines. Ltd., American Export Lines* 
Inc., Lykea Bros, Steamship Co,. Inc., Ameri- 
can-Hawaii an Steamship Company. Ameri¬ 
can Mall Line, Ltd., Olympic Steamship Com¬ 
pany. and States Steamship Company for 
Financial Aid Under Title VI of the Merchant 
Marine Act. 1936, as amended, In the Opera¬ 
tion of Vessels on Essential Foreign Trade 
Routes Noe. 12. 17, 22, 28, 29. and 30. as de- 
ecribcd In Report of the Commission, ap¬ 


proved May 20.1940, and application of Orace 
Line Inc. for Permission to Operate on 
might Service M F" of Trade Route No. 29, 
Without Subsidy. Report dated June 9. 1947. 

5- 8: In the Matter of Minimum Wage. 
Minimum Manning and Reasonable Working 
Conditions on Subsidised Vessels. 

6- 9: Application of Lykes Brea. Steam¬ 
ship Company. Inc., Under Section 805 (a). 
Merchant Marine Act. 1930, as amended— 
Emergency Intercoastal Operation. Report 
dated November 25. 1947. 

S-10: Applications of Arnold Bernstein 
8tesmehlp Corporation, Black Diamond 
Steamship Corporation. United Staten Lines 
Company, and South Atlantic Steamship 
Line. Inc., for Financial Aid Under Tills VI 
of the Merchant Marine Act. 1930. as 
amended, in the Operation of Vessels on 
Essential Foreign Trade Routes No*. 7-8— 
U. 8. North Atlantic Ports—Antwerp, Ham¬ 
burg Range et al.; and Trade Routes No. 
U—U. 8. S^uth Atlantic Ports—.United 
Kingdom and Eire. Continental Europe, 
Scandinavian and Baltic Ports, as Described 
In Report to the Commission dated May 20, 
1940. Order dated February 18. 1948. 

S-U: In the Matter of the Application of 
American President Lines, Ltd., to Operate. 
Without Subsidy, Service C-2 of Trade Route 
No, 17. Resolution dated May 18, 1948. 

S-12: In the Matter of Pacific Argentine 
Brazil Line, Inc.—Application for Operat¬ 
ing-Differential Subsidy (Trade Route 24) 
Under Title VI. Merchant Marine Act. 1930. 
Rop<irt dated November 5. 1948. 

8-13: In the Matter of Arnold Bernstein 
Line. Inc.—Application for Operating-Dif¬ 
ferential Subsidy for Operation of a Pas- 
seugcr and Cargo Service on Trade Route 
No. 8, Under Title VI. Merchant Marine Act. 
1030. Report dated March 21. 1949. 

8-14: In tho Matter of Shepard Steamship 
Co.—Application for Opcratlng-DifferentlM 
Subsidy (Trade Route No. 1) Under Title VI, 
Merchant Marine Act. 1930. Report dated 
March 21. 1949. 

S-1S: Moore-McCormack Lines. Inc—Re¬ 
sumption of Operating-Differential Subsidy 
for “Good Neighbor Fleet.** Report dated 
April 13. 1950. ^ 

S-10: Pacific Argentine Brazil Line. Inc.— 
Application under Section 805 (a) of the 
Merchant Marine Act, 1938. as amended, for 
Permission for its Parent Company. Pope it 
Talbot, Inc., to Engage In Pacific Coastwise 
Trade. Report dated May 18. 1950. 

8-17: In the matter erf the Application of 
American President Lines, Ltd. to Continue 
Operation after December 31. 1949, of Allan- 
tic-Stralu Freight Service 0-2, Trade Route 
No. 17, Without Operating-Differential Sub¬ 
sidy. 

S-18: In the Matter of Pacific Transport 
Lines, Inc.—Application for Operating- 
Differential Subsidy. Tirade Romo 29. 
Service 2. 

8-10: In the Matter of Pacific Far East 
Line. Inc.—Application for Operating-Differ¬ 
entia! Subsidy. Trade Route 29. Service 2. 

8-20: In the Matter of American President 
Lines, Ltd.—Application for Permission to 
Operate Vessels Between California Ports 
snd Guam. Midway and Woke Under Section 
805 (a) of Merchant Marine Act. 1930. 

S-21: in the Matter of United States Lines 
Company—Application far Operating-Differ- 
ential Subsidy. Trade Route No. 8. Service 2. 
Under Title VI. Merchant Marine Act, 1930. 

M-i: The Florida National Bank of Jack¬ 
sonville—Application for Commitment to 
Insure a Preferred Ship Mortgage. 

M-2: Aroerlcan-Hawallah 8teamshlp Com¬ 
pany and Pittsburgh Steamship Company- 
Applications for Extension of Period for 
Commitment of Construction Reserve Fund 
Deposits under Section 511 of the Merchant 
Marine Act. 1930, as amended. Report 
dated November 30. 1949. 


M-3: American Mail Line, Ltd. Pacific 
Transport Lines, Inc., Pacific Atlantic 8. 8. 
Co., Pacific Par East Line, Inc , American 
President Lines. Ltd., and States Marine Cor¬ 
poration—Applications for Bareboat Char¬ 
ter of Dry-Cargo Vessels for Use in Trans¬ 
pacific 8ervlce. Report dated July 14, 1950. 

M-4: In the Matter of Pope Sc Talbot. 
Inc.—Application for Bareboat Charter of 
War-Built Dry-Cargo Vessels for Use in thr 
Intercoastal Trade. Report dated July 20 
1650. 

M-5: In the Matter of Coastwise Line— 
Application for Bareboat Charter of War- 
Bullt Dry-Cargo Vessels for Use In the Alaska 
Trade. Report dated July 20, 1050. 

M 0: In the Matter of Actlum Shipping 
Corp., et al.—Applications for Barchoat 
Charter of War-Eullt Dry-Cargo Vessels for 
Use In the Trans-Pacific Area Under Time 
Charter to Military Sea Transportation Serv¬ 
ice of the Department of the Navy. Report 
dated July 27, 1950, and August 1. 1950. 

M-7: In the Matter of Actlum Shipping 
Corp.. et aL—Applications for Bareboat 
Charter of War-BuUt Dry-Cargo Vessels for 
Uce In tho Trans-Pacific Area Under Time¬ 
charter to Military Sea Transportation 8en- 
Ici of the Department of the Navy. Report 
dated Angus! 4, 1950. 

M-8: In the Matter of Actlum Shipping 
Corp., et al.—Applications for Earebcat 
Charter of War-Built Dry-Cargo Vessels for 
U«e In the Trans-Pacific Area Under Time 
Charter to Military 6ea Transportation Serv¬ 
ice of the Department of the Navy. Report 
dated August 17. 1950. 

M-0: Grace Line, Inc.— Application for Ex¬ 
tension of Bareboat Charter Agreement be¬ 
yond October 31. 1050. for War-Bull: Drv- 
Oargo Vessel:?, Under Section 5 of the Mer¬ 
chant Ship Sales Act of 1046. as amended by 
Public Law 591. 8let Congress. Report dated 
September 2& 1050. 

M-10: Pacific Far East Line, Inc.—-Applica¬ 
tion for Extension of Bareboat Charter Agree¬ 
ment Beyond October 31. 1950, for Fully 
Refrigerated War-Built Dry-Cargo Vessel-, 
Under Section 5 of the Merchant Ship Sale* 
Act of 1940. &s amended by Public Law 591. 
81st Congress. Report dsted September 20. 
It* 50, 

M-Xl: In the Matter of the Application of 
Alaska Steamship Company for Bareboat 
Charter Extension with Permission to Time 
Charter to Grace Line, Inc., and of Coast¬ 
wise Line for Bareboat Charter Extension. 
Report dated October 17. 1050 

M-12: In the Matter of Pope Sc Talbot, 
Inc.—Application for Bareboat Charter of 
War-Built Dry-Cargo Vessels for Use in the 
Intercoastal Trade. Report dated October 
17. 1950. 

M-13: In the Matter of the Applications of 
American-Ha wall on Steamship Company. 
Luckenbach Steamship Company. Inc.. Pa- 
clflc-Atiantlc Steamship Co., and Pope Sc 
Talbot Inc., for Extension of Bareboat Char¬ 
ter Agreements of Government-Owned, War- 
Built. Dry-Cargo Vessels in the Intcrcoastol 
Trade. Report dated October 17, 1950 

M-14: In the Matter of the Applications 
of American-Hawallon Steamship Company 
and Luckenbach Steamship Company. Inc. 
to Bareboat Charter Government-owned 
War-Bullt Dry-Cargo Vessels. 

M-15: In the Matter of American Export 
Llues, Inc., et al.—Applications for Bareboat 
Charter of War-Built, Dry-Cargo Vessels for 
Use In the Carriage of Coal and Ora In from 
the United States to European Countries 
Report dated December 20, 1950. 

Federal Maritime Board, 
[seal] A. J. Williams. 

Secretary. 

December 26, 1950. 

|F. R. Doc. 50-12518; Filed. Dec. 29. 1950; 

8:52 a. m.J 
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Saturday, December 30, 1950 

Office of International Trade 

(Case No. 95] 

Carl Lohman Janik 

OHDER REVOKING AND DENYING LICENSE 
PRIVILEGES 

In the mutter of Carl Lohman Janik, 
9 Rockefeller Plaza. New York 20. N. Y.* 
respondent. 

This* proceeding was begun by the is* 
suance of a charging letter dated Sep¬ 
tember 8. 1950. wherein the Office of 
Industry and Commerce charged the re¬ 
spondent with having violated section 6 
of the act of July 2. 1940 (54 Stat. 714 >. 
as amended, and the Export Control Act 
of 1949 <63 Stat. 7), and the regulations 
promulgated under &id statutes. Dur¬ 
ing the period I'etween June 1 and Oc¬ 
tober 11.1950. said Office of Industry and 
Commerce administered export controls 
within the Department of Commerce. 
Prior to and since that period, export 
controls w ere and arc now administered 
by the Office of International Trade in 
the Department of Commerce. 

It was alleged in said charging letter 
that the respondent had made certain 
shipments and transshipments of ma¬ 
chinery and electronic equipment to 
Czechoslovakia without the required ex¬ 
port licenses or contrary to the terms of 
licenses which he held. The first charge 
described in the charging letter was that 
on or about May 28. 1948. the respondent 
shipped an electronic tube-manufactur¬ 
ing device known as a button-stem ma¬ 
chine, together with 250 kilograms of 
mold metal, to Czechoslovakia without 
having any validated outstanding license 
in his possession which permitted such 
exportation, and by the use of a license 
which had previously, to his knowledge, 
been officially suspended by the Office of 
International Trade. The second charge 
was that, in the spring of 1949, the re¬ 
spondent shipped a signal generator, an 
oscilloscope, and two frequency meters 
to Italy, under a validated license au¬ 
thorizing such exportation, and osten¬ 
sibly for display at an Italian trade 
fair, which electronic equipment re¬ 
spondent Intentionally caused to be 
transshipped to Czechoslovakia through 
an Italian intermediary. The third 
charge was that in March 1949. re¬ 
spondent shipped 85 radio tubes and 
sockets to Czechoslovakia through the 
mails, through misdescription of the 
shipment and in violation of the general 
license regulations of the Office of In¬ 
ternational Trade then in effect. The 
fourth charge was that in February 
1049. respondent exported 32 diamond 
dies to Czechoslovakia by inducing a 
returning Czech to carry the dies In his 
baggage, without compliance with, and 
contrary to, the export control law and 
regulations. The fifth charge was that 
between March 1948 and the date of 
the charging letter, respondent made 
other miscellaneous exports to Czecho¬ 
slovakia without compliance with the 
export license regulations, through the 
subterfuges of undervaluation or tho 
splitting of shipments into several parts. 

Prior to the issuance of the charging 
letter, the Office of Industry and Com¬ 
merce issued a temporary suspension 
order und r date of July 12,1950. against 
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the respondent, on the application of its 
Enforcement Section, the effect of which 
order was to bar respondent from making 
any export shipments under either vali¬ 
dated or general license pending the 
completion of the investigation being 
conducted by the Enforcement Section. 
Following service of the temporary sus¬ 
pension order, the respondent moved to 
set it aside and requested an oral hearing 
on his motion, which hearing was held 
in Washington. D. C.. on August 10. 1950, 
before the Compliance Commissioner. 
Respondent was represented by counsel, 
testified at considerable length, and sub¬ 
mitted oral and documentary evidence to 
show mitigating reasons for the acts 
charged. Evidence to show the exist¬ 
ence of reasonable ground for the tem¬ 
porary suspension order was Introduced 
on behalf of the Enforcement Section. 
At the conclusion of the hearing, the 
Compliance Commissioner recommended 
continuance of the suspension order in 
effect Thereafter, the temporary sus¬ 
pension order was extended on August 
28. 1950, and again on September 11, 
1950, the latter extension having been 
granted on the basis of the issuance of 
the charging letter, and providing that 
the suspension order remain in effect 
until final disposition of the administra¬ 
tive compliance proceeding instituted by 
the charging letter. 

Prior to the hearing on respondent’s 
motion to set aside the temporary sus¬ 
pension order, the respondent filed a 
document wherein he substantially ad¬ 
mitted the first two charges described 
above and pleaded that his violations 
were justified by an objective which he 
described as patriotic and of ultimate 
benefit to the United States. After the 
issuance of the charging letter, no fur¬ 
ther hearing was requested by the re¬ 
spondent, his position being that the 
merits of his case had already been pre¬ 
sented and that an additional hearing 
would serve no purpose. The respond¬ 
ent accordingly waived such further 
hearing, and the evidence in the case was 
therefore informally presented to the 
Compliance Commissioner by the En¬ 
forcement feectlon. In addition, counsel 
for Janik submitted a brief to the Com¬ 
pliance Commissioner in which it was 
again urged that Janlk's violations were 
prompted by misguided but patriotic 
motives and that a further suspension 
would not be warranted. 

The Compliance Commissioner has un¬ 
der date of November 22. 1950, prepared 
and filed with the Assistant Director for 
Export Supply. Office of International 
Trade, his report on the case. Including 
the evidentiary materials, submitted by 
the respondent and the Enforcement 
Section, and tfic brief filed by counsel for 
the respondent, together with the Com¬ 
missioner’s findings and recommenda¬ 
tions thereon. 

It appears from the record and the 
Compliance Commissioner’s report that 
the first four charges described above 
have all been either openly admitted or 
not contested by the respondent. With 
respect to the fifth charge of miscella¬ 
neous shipments, the Commissioner has 
reported that, although he found some 
evidence of other minor shipments hav¬ 
ing been made without license through 
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the subterfuges of undervaluation or 
splitting shipments into several parts, 
and evidence that the respondent tried 
and perhaps succeeded In some instances 
In making arrangements for transship¬ 
ments to Czechoslovakia through coun¬ 
tries other than Italy, the Compliance 
Commissioner did not find such clear 
and convincing evidence of specific vio¬ 
lations as to warrant a finding that the 
fifth charge had been substantiated in 
any particular instance. 

It further appears from the record and 
the Compliance Commissioner's report 
that the respondent has not denied mak¬ 
ing the shipments charged or that he 
knew he was violating the export control 
regulations when he made them, and 
that his defense has been only that he 
w as consciously violating the export con¬ 
trol law* for what he deemed to be a 
Justifiable and laudable purpose. It fur¬ 
ther appears from the record and the 
report of the Compliance Commissioner, 
however, that respondent has. prior to 
and in the course of this proceeding, 
made such Inconsistent statements as to 
cast serious doubt upon both his cred¬ 
ibility and his future trustworthiness in 
the expert business. 

The Compliance Commissioner has 
therefore recommended that the re¬ 
spondent be denied export license privi¬ 
leges for the duration of export controls 
In respect of the use of validated licenses 
or the shipment of positive list com¬ 
modities either under validated or gen¬ 
eral licenses, but that his privilege of 
making shipments of other than positive 
list commodities under general license 
be not denied. 

The Assistant Director for Export 
Supply has carefully considered the re¬ 
port of the Compliance Commissioner, 
together with the record in this case and 
the oral argument and brief presented to 
him by respondent's counsel. It appears 
that the findings of the Compliance 
Commissioner, as set forth in his report, 
arc supported by the record and that, 
with one exception, his recommendations 
are fair and reasonable and should be 
adopted. It is the considered Judgment 
of the Assistant Director for Export Sup¬ 
ply that because respondent has in the 
past admittedly abused his general li¬ 
cense privileges, there Is a serious hazard 
that he may in the future again employ 
general license privileges to attempt to 
export positive list commodities under 
the guise of general license commodities. 
Accordingly, having in mind this element 
of the case and the very serious nature 
of the case as a whole, the Assistant Di¬ 
rector for Export Supply has concluded 
that the recommendation of the Com¬ 
pliance Commissioner that the respond¬ 
ent’s privilege of making shipments of 
non-positive list commodities under gen¬ 
eral license be not suspended, should not 
be adopted in this order, and that, in¬ 
stead. respondent should be generally de¬ 
nied the privilege of making any expor¬ 
tation of any commodity from the United 
States under validated or general license 
to any destination so long as export con¬ 
trols may be and remain in effect. Now, 
therefore, it Is ordered as follows: 

(1) All outstanding export licenses in 
w r hich respondent appears r~ lie:nsec, 
consignor, forwarder. Luirradiate con- 
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signoe, ultimate consignee, or otherwise 
as a party In any capacity, are hereby 
revoked and shall be forthwith returned 
to the Office of International Trade for 
cancellation. 

(2) Respondent is hereby denied for 
the duration of export control the priv¬ 
ilege of obtaining or using or participat¬ 
ing directly or Indirectly cither as li¬ 
censee. consignor, forwarder, intermedi¬ 
ate consignee, ultimate consignee, or 
otherwise in any capacity as a party in 
the obtaining or using of export licenses, 
including general licenses, as well as vali¬ 
dated licenses, for shipment from the 
United States to any destination of any 
commodity. 

(3* Such revocation and denial shall 
extend not only to the respondent, but 
also to any other person, trade name, 
firm, corporation, or other business asso¬ 
ciation with which respondent may be 
now or hereafter related by ownership 
control, or a position of responsibility 
Involving the preparation, filing, pro¬ 
curement. or use of any export control 
documents, or the supervision of any 
person so engaged in the conduct of ex¬ 
port trade. 

Dated: December 26. 1650. 

John C. Boston. 

Assistant Director for Export Supply. 

(P R. Doc. 60-12408; Filed. Dec. 29. 1950: 

8:45 a. m | 

FEDERAL COMMUNICATIONS 
COMMISSION 

Public Saftty and Amateur Division 

ORDER AMENDING ORDER ESTABLISHING SAFETY 
AND SPECIAL RADIO SERVICE BUREAU 

In the matter of amendment of the 
Commission's “Order Establishing Safety 
and Special Radio Services Bureau", to 
change the name of one of the divisions 
thereof to Public Safety and Amateur 
Division. 

At a session of the Federal Communi¬ 
cations Commission held at Its offices in 
Washington. D. C., on the 13th day of 
December 1950; 

The Commission having under consid¬ 
eration its “Order Establishing Safety 
and Special Radio Services Bureau", 
which became effective July 31. 1950. 1 
and which established a new bureau 
called the Safety and Special Radio 
Services Bureau, comprised of five divi¬ 
sions. namely: Aviation Division. Marino 
Division. State-Local Government and 
Amateur Division, Industry and Com¬ 
merce Division, and Authorization Anal¬ 
ysis Division; 

It appearing, that the name State- 
Local Government and Amateur Division 
was iutended to be descriptive of the 
radio services administered, but that 
such appellation is somewhat misleading 
for the reason that many licensees in 
the particular radio services for which 
the division is specifically responsible in 
fact are not instrumentalities either of 
state or local government, and conversely 
some state and local governments are 
licensed in radio services not adminis¬ 
tered by the division; 
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It further appearing, that the name 
Public Safety and Amateur Division 
would better describe the functions of 
the division and be a more appropriate 
name; 

It is ordered. This 13th day of Decem¬ 
ber 1950. that the name State-Local Gov¬ 
ernment and Amateur Division be and it 
hereby is changed to Public Safety and 
Amateur Division; 

It is further ordered. That the Com¬ 
mission's Order Establishing Safety and 
Special Radio Services Bureau, insofar 
as it refers to the State-Local Govern¬ 
ment and Amateur Division, be and it 
hereby is amended by changing the name 
of that division to Public Safety and 
Amateur Division. 

Federal Communications 
Commission. 

I seal! T. J. Slowie, 

Secretary, 

|P. R. Doc. 60-12496; Filed. Dec. 29. 1930; 
8:50 a. m.J 


(Docket Nos. 9779“97821 
Mobile Radio Message Service et al. 

ORDER DELETING ISSUES 

In re applications for construction 
permits or licenses, respectively, In the 
Domestic Public Land Mobile Radio 
Service at Houston, Texas. Roberta B. 
Knigge and Joseph H. Wofford, d b as 
Mobile Radio Message Service. Docket 
No.,9779. Files Nos. 3983/3984-C2-ML-E; 
W. M. Hollomon. dyb as Hoilomon Radio 
Dispatch Service. Docket No. 9780, Files 
Nos. 4853 4854-C2-ML-E and 5668-C2- 
P-E; Robert E. Franklin. Docket No. 
9781, File No. 4847-C2-P-E; O. B. Eng¬ 
lish. d/b as English Radio Dispatch Co., 
Docket No. 9782. File No. 21553-C2-P-E. 

At a session of the Federal Communi¬ 
cations Commission, held at its offices In 
Washington, D. C., on the 13th day of 
December 1950; 

The Commission, having under con¬ 
sideration Its order dated September 6, 
1950, in the above entitled matter; and 

It appearing, that the Commission, in 
Its memorandum opinion and order in 
Docket No. 9648. dated October 18. 1950, 
has resolved the question se< forth in 
issue No. 3 therein and that such issue 
Is now moot; and 

It further appearing, that It is desir¬ 
able to amend issue No. 4 so that the 
facts and information to be obtained In 
connection therewith may be more defi¬ 
nitely described; and to renumber the 
Issues as may be appropriate; 

It is ordered, That the Commission’s 
order herein dated September 6, 1950. 
is amended by deletion of the issues 
therein set forth and substitution of the 
following issues to be determined in the 
proceeding: 

1. To determine the legal, technical 
and financial qualifications of each of the 
above-entitled applicants to construct 
and operate the proposed stations. 

2. To determine the areas which may 
be expected to receive sendee from the 
proposed stations and the need for such 
service in the areas proposed to be served. 


3. To determine whether any mutual 
interference would result from opera¬ 
tion of the proposed stations, and. if 
so. whether, in view of the nature of 
the sendee proposed, such interference 
would be undesirable or Intolerable. 

4. To determine the facts with respect 
to the existing and proposed facilities, 
personnel, rates, regulations, practices 
and services of each applicant for the 
furnishing of Domestic Public* Land 
Mobile Radio Service. 

5. To determine. In the light of the 
evidence on the foregoing issues, which 
applicants are best qualified to serve the 
public Interest, convenience or necessity. 

6. To determine, on a comparative 
basis, which, if any, of the applications 
In Oils consolidated proceeding should be 
granted. 

Federal Communications 
Commission, 

(seal! T. J. Slowie. 

Secretary . 

|P. R. Doc. 60-12497: Filed. Dec. 29, 1950; 
8:50 ft. tn.j 


| Docket Nos. 9761-9769. 9771-9773 ( 

Telephone Message Service of Yowcrrs 
et al. 

ORDER DELETING ISSUES 

In re applications for construction, 
permits or licenses, respectively, in the 
Domestic Public Land Mobile Radio 
Sendee of Telephone Message Sendee of 
Yonkers, Yonkers. New York, Docket No. 
9761. Flies Nos. 1316 and 1372-C2-ML-E; 
Harold W. Graf. Hempstead. New York. 
Docket No. 9762. Files Nos. 2040 2041- 
C2-ML-E; Harold W. Graf. Bay Shore. 
New' York, Docket No. 9763, Files Nos. 
1223/ 1224-C2-P-E; Telephone Secretar¬ 
ial Service. Inc., Newark. New’ Jersey. 
Docket No. 9764. Files Nos. 4855/4856- 
C2-ML-E; Peter T. Kroeger, d/b as Mo¬ 
bile Radio Dispatch Sendee, New’ Bruns¬ 
wick, New’ Jersey. Docket No. 9765, Files 
Nos. 3639/3640-C2-ML-E; J. J. Freke- 
Hayes. New York, New York. Docket No. 
9766. Files Nos. 3041,3042-C2-ML-E. 
Solomon Schiller. Brooklyn. New York. 
Docket No. 9767, Files Nos. 2892/2893-C2- 
ML-E; Westchester Mobilfone System, 
Inc., Mt. Pleasant. New York, Docket No. 
9768. Files Nos. 3534/3535-C2-ML-E; 
Huntington Radio Dispatch Sendee, tr/ 
as Knights Packard Service. Huntington. 
New York. Docket No. 9769. File No. 
18666-C2-P-E; James P. Rogers, d/b as 
Suburban Radiotelephone, West Orange, 
New’ Jersey. Docket No. 9771. File No. 
5170-C2-P-E; Mildred Tarone. d/b as 
Doctors’ Telephone Exchange and Hun¬ 
tington Telephone Answering Service, 
Huntington. New York, Docket No. 9772, 
Files Nos. 120 15/12016-C2-P/L-E; Elec¬ 
tro Craft. Inc.. Stamford, Connecticut. 
Docket No. 9773. Files Nos. 4974/4975- 
C2-P-E. 

At a session of the Federal Communi¬ 
cations Commission, held at its offices in 
Washington. D. C.. on the 13th day of 
December 1950; 

The Commission, having under con¬ 
sideration its order dated August 23. 
1950, In the above entitled matter; and 









Saturday, December 30, 1950 

It appearing, that the Commission, 
in its memorandum opinion and order 
in Docket No. 9648. dated October 18. 
1950. has resolved the question set forth 
in issue No. 4 therein and that such Is¬ 
sue is now moot; and 

It further appearing, that it is de¬ 
sirable to amend issue No. 5 so that the 
facts and information to be obtained 
In connection therewith may be more 
definitely described, and to renumber 
the issues as may be appropriate; 

It is ordered. That the Commission's 
order herein dated August 23. 1950. is 
amended by deletion of the Issues therein 
set forth and substitution of the follow¬ 
ing issues to be determined in the pro¬ 
ceeding: 

1. To determine the legal, technical, 
and financial qualifications of each of 
the above-entitled applicants to con¬ 
struct and operate the proposed stations. 

2. To determine the areas and popu¬ 
lations which may be expected to re¬ 
ceive service from any proposed sta¬ 
tion and the need for such service in 
the area proposed to be served. 

3. To determine whether co-channel 
operations are feasible between any of 
the communities involved in this pro¬ 
ceeding. 

4. To determine whether any mutual 
interference would result from opera¬ 
tion of the proposed stations, and. if so, 
whether, in view of the nature of the 
service proposed, such interference 
would be'undesirable or intolerable. 

5. To determine the facts with respect 
to the existing and proposed facilities, 
personnel, rates, regulations, practices 
and services of each applicant for the 
furnishing of Domestic Public Land 
Mobile Radio Service. 

6. To determine, in the light of the 
evidence on the foregoing issues, which 
applicants arc best qualified to serve 
the public interest, convenience or ne¬ 
cessity. 

7. To determine, on a comparative 
basis, which, if any. of the applications 
in this consolidated proceeding, should 
be granted. 

Federal Communications 
Commission, 

[seal] T. J. Slowie. 

Secretary. 

IP. R, Doc. 50-12496; PUcd. Dec. 29, I960; 
8:50 l. m | 


[Docket Nee. 9723-97311 
Robert C. Crabb et al. 

ORDER DELETING ISSUES 

In re applications for construction per¬ 
mits or licenses, respectively, in the Do¬ 
mestic Public Land Mobile Radio Service 
of Robert C. Crabb, Los Angeles, Cali¬ 
fornia. Docket No. 9723, Rles Nos. 4118/ 
4119-C2-ML-E; Lyman O. Berg, d/b as 
American Telephone Answering Serv¬ 
ice, Physicians* Exchange, Radio Mes¬ 
sage Service and Television Answering 
Service, Signal Hill (Long Beach), Cali¬ 
fornia. Docket No. 9724. Files Nos. 
3977 3978-C2-ML-E; W. T. German, d/b 
as United Radio Communications, San 
Diego, California, Docket No. 9725. Files 
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Nos. 3538/3539-C2-MD-E: Art Parlas, 
d/b as Tri-City Radio Dispatch Com¬ 
pany. San Bernardino. California, 
Docket No. 9726. Files Nos. 5003/5004- 
C2-ML-E; Business and Professional 
Telephone Exchange, Los Angeles and 
Pasadena. California. Docket No. 9727, 
Files Nos. 2036/2037-C2-L-E and 364- 
C2-P-E; Benjamin H. Warner L Vernon 
C. Starr, d/b as Orange County Radio¬ 
telephone Service, Santa Ana. California, 
Docket No. 9728. Files Nos. 3744/3745- 
C2-P-E; H. W. Ziegler k H. Paul Roman, 
d/b as Automotive Communications 
Company. Pomona, California, Docket 
No. 9729. Files Nos. 18646 18647-C2-P-D; 
Clyde Downen, Downey, California, 
Docket No. 9730. Files Nos. 23/24-C2-P- 
E; O. Earle Colee & Christine N. Colee, 
d/b as Telephone Answering Bureau, 
Santa Monica. California. Docket No. 
9731. File No. 8099-C2-P-E. 

At a session of the Federal Communi¬ 
cations Commission, held at its offices in 
Washington. D. C. on the 13th day of 
December 1950; 

The Commission, having under con¬ 
sideration its order dated July 6. 1950, In 
Che above entitled matter; and 

It appearing, that the Commission, In 
Its memorandum opinion and order in 
Docket No. 9648. dated October 18, 1950, 
has resolved the question set forth in 
Issue No. 4 therein and that such issue 
is now moot; and 

It further appearing, that it is desir¬ 
able to amend issue No. 5 so that the 
facts and information to be obtained in 
connection therewith may be more defi¬ 
nitely described; and to renumber the 
issues as may be appropriate; 

It is ordered. That the Commission’s 
order herein dated July 6. 1950, is 
amended by deletion of the issues therein 
set forth and substitution of the fol¬ 
lowing issues to be determined in the 
proceeding: 

1. To determine the legal, technical, 
and financial qualifications of each of 
the above-entitled applicants to con¬ 
struct and operate the proposed stations. 

2. To determine the areas and popula¬ 
tions which may be expected to receive 
service from any proposed station and 
the need for such service In the area 
proposed to be served. 

3. To determine whether co-channel 
operations are feasible between any of 
the communities Involved In this pro¬ 
ceeding. 

4. To determine whether any mutual 
Interference would result from operation 
of the proposed stations, and. If so, 
whether, in view of the nature of the 
service proposed, such interference 
would be undesirable or intolerable. 

5. To determine the facts with re¬ 
spect to the existing and proposed facil¬ 
ities, personnel, rates, regulations, prac¬ 
tices and services of each applicant for 
the furnishing of Domestic Public Land 
Mobile Radio Service. 

6. To determine, in the light of the 
evidence on the foregoing issues, which 
applicants are best qualified to serve 
the public Interest, convenience or 
necessity, 

7. To determine, on a comparative 
basis, which, if any, of the applications 
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in this consolidated proceeding should 
be granted. 

Federal Communications 
Commission, 

[seal] T. J. Slowie. 

Secretary . 

|F. R. Doc. 50-12499; Plied. Dec. 29. 1950; 
8:50 a. m | 


[Docket No. 9658) 

West Coast Telephone Co. and Its Con¬ 
necting and Concurring Carriers 

ORDER SCHEDULING HEARING 

In the matter of charges, classifica¬ 
tions. regulations and practices for and 
in connection with channels for program 
transmission of West Coast Telephone 
Company and its connecting and con¬ 
curring carriers. 

At a session of the Federal Communi¬ 
cations Commission, held at its offices 
in Washington, D. C., on the 13th day 
of December 1950; 

The Commission having under con¬ 
sideration new tariff schedules filed by 
the West Coast Telephone Company 
designated as its Tariff F. C. C. No. 12, 
to become effective December 20. 1950. 
in which certain increased charges and 
new charges for interstate channels for 
program transmission are proposed to 
be made; and also having under con¬ 
sideration revised tariff schedules filed 
by The Pacific Telephone and Telegraph 
Company also effective December 20. 
1950, designated as follows: 

Tariff F. C. C. No. $7 

Uth RevUed Page 2. 

8th Kevljod Page 3. 

10th RevUed Pag© 28-B. 

5th Revised Page 23-C. 

2d Revised Page 26-D. 

4th Revised Page 28 E. 

9th RevUed Page 29. 

9th Revised Page 30. 

8th Revised Page 31. 

8th Revised Page 32. 

10th Revised Pag© 33. 

15th Revised Page 34. 

13th Revised Page 35-A. 

2d Revised Page 35-C. 

2d Revised Page 35 D. 

1st Revised Page 35-E. 

1st Revised Page 35-F. 

1st Revised Page 35-0. 

cancelling the schedules heretofore 
contained in its tariff applicable to in¬ 
terstate program transmission service 
furnished by West Coast Telephone 
Company and West Coast Telephone 
Company of California; 

It appearing, that the Commission la 
unable to determine from an examina¬ 
tion of the above mentioned tariff sched¬ 
ules Issued by West CoAst Telephone 
Company whether the charges, classi¬ 
fications. regulations and practices 
therein contained will be Just and 
reasonable or otherwise lawful under 
the Communications Act of 1934, as 
amended. 

It further appearing, that If such 
new and revised tariff schedules are per¬ 
mitted to become effective the rights 
and interests of the public may be ad¬ 
versely affected thereby; 
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NOTICES 


It is ordered, That, pursuant to sec¬ 
tions 201, 202, 204. 205 and 403 of 
the Communicatlomi Act of 1934, ns 
amended, the Commission, upon its own 
motion and without formal pleading, 
shall enter upon a hearing and investiga¬ 
tion concerning (1) the lawfulness of 
the charges, classifications, regulations 
and practices set forth in the above- 
cited new and revised tariff schedules, 
and (2) the lawfulness of the charges, 
classifications, regulations and practices 
provided for in the currently effective 
tariff schedules of the carriers named 
respondent herein, on file with this Com¬ 
mission. applicable to Channels for Pro¬ 
gram Transmission furnished by West 
Coast Telephone Company and West 
Coast Telephone Company of California; 

It is further ordered. That, pursuant 
to section 204 of the Communications 
Act of 1934, as amended, the operation 
of the above-cited new tariff schedules 
Issued by West Coast Telephone Com¬ 
pany and revised tariff schedules issued 
by Pacific Telephone and Telegraph 
Company Is hereby suspended until 
March 20. 1951, unless otherwise ordered 
by the Commission; and that during said 
period of suspension no changes shall be 
made in said tariff schedules, or in the 
charges, classifications, regulations or 
practices sought to be altered thereby, 
unless authorized by special permission 
of the Commission; 

It is further ordered, That without in 
any way limiting the scope of the hear¬ 
ing and investigation herein, inquiry 
shall be made into the following specific 
matters: 

(1> The lawfulness under sections 201 
and 202 of the Communications Act of 
1934, as amended, of the charges, classi¬ 
fications. regulations and practices set 
forth in the above-cited new and revised 
tariff schedules, as well as those set forth 
In the currently effective tariff schedules 
of the carriers named respondent herein, 
on file with this Commission and appli¬ 
cable to Channels for Program Trans¬ 
mission furnished by West Coast Tele¬ 
phone Company and West Coast Tele¬ 
phone Company of California; 

<2> Whether, under section 205 <a> of 
the Communications Act of 1934. as 
amended, the Commission should pre¬ 
scribe Just, fair and reasonable charges, 
classifications, regulations and practices 
for and In connection with the services 
covered by the above-cited tariff sched¬ 
ules. and. If so. what charges, classifica¬ 
tions, regulations or practices should be 
so prescribed; 

It is further ordered. That in the event 
a decision as to the lawfulness of the 
charges, classifications, regulations and 
practices herein suspended has not been 
made during the aforesaid suspension 
period, and said charges, classifications, 
regulations and practices set forth In the 
above-cited tariff schedules go into 
effect. West Coast Telephone Company 
and its connecting and concurring 
carriers shall, until further onier of the 
Commission, keep accurate accounts of 
ail amounts charged, collected or re¬ 
ceived by reason of the charges set forth 
In said tariff schedules, specifying by 
whom and in whose behalf such amounts 
are paid; and shall file with the Com¬ 
mission a report on ^r before the 10th 


day of each calendar month, commenc¬ 
ing April 10. 1951, showing the amounts 
accounted for as aforesaid during the 
previous calendar month; 

It is further ordered. That a copy of 
this order be filed In the offices of the 
Commission with said tariff schedules 
herein suspended; that West Coast Tele¬ 
phone Company and all carriers listed 
in Its suspended tariff schedules as con¬ 
curring and connecting carriers and The 
Pacific Telephone and Telegraph Com¬ 
pany are hereby made parties re¬ 
spondent to this proceeding; and that 
a copy hereof be served on each such 
respondent; 

It is further ordered. That hearings 
be held in this proceeding at the offices 
of the Commission in Washington. D. C.. 
beginning at 10 a. m. on the 22d day of 
January 1951; that Elizabeth C. Smith 
is assigned to preside at such hearings; 
and that the presiding officer shall 
certify the record to the Commission 
for decision and shall not prepare either 
a recommended decision or initial 
decision. 

Federal Communications 
Commission. 

[seal! T. J. Slowie, 

Secretary. 

|F R Doc. 00-12500; Filed, Dec. 29. 1900; 
8:50 a m.) 


(Docket No. 97001 

Southern Tier Radio Service. Inc. 
<WINR> 

ORDER DELETING ISSUE AND SCHEDULING 
HEARING 

In re application of Southern Tier 
Radio Service. Inc. (WINR). Bingham¬ 
ton. New York, for construction permit; 
Docket No. 9700, File No. BP-7619. 

At a session of the Federal Commu¬ 
nications Commission, held at its offices 
in Washington. D. C.. on the 13th day 
of December 1950; 

The Commission having under con¬ 
sideration a petition filed on June 29. 
1950 by Southern Tier Radio Service, 
Incorporated requesting reconsideration 
and grant without hearing of the above- 
entitled application for construction 
permit to change the facilities of Sta¬ 
tion WINR. Binghamton. New York, 
from frequency 1490 kilocycles. 250 watts 
power, unlimited time to frequency 680 
kilocycles. 500 watts, 1 kilowatt-LS 
power, unlimited time, to install direc¬ 
tional antenna <DA-2), to install new 
transmitter and to change transmitter 
location; 

It appearing, that the said applica¬ 
tion was designated for hearing by Com¬ 
mission order of June 1, 1950 to 
determine among other matters whether 
the installation and operation of Sta¬ 
tion WINR. as proposed, would be in 
compliance with the Commission’s rules 
and Standards of Good Engineering 
Practice concerning Standard Broadcast 
Stations with particular reference to 
the nighttime coverage of the Bingham¬ 
ton metropolitan area, and the areas 
and populations which will receive sat¬ 
isfactory service and to determine the 
overlap, if any. that will exist between 


the service areas of Station WTNR op¬ 
erating as proposed and of Stations 
WSYR and WNDR and whether such 
overlap, if any. is in contravention of 
5 3.35 of the Commission's rules; and 
It further appearing, that on the basis 
of the information contained in the said 
petition there does not appear to be a 
question of common ownership betw f ecn 
Stations WINR and WNDR involved as 
contemplated under 5 3.35 of the Com¬ 
mission's rules, but that the proposed 
operation of Station WINR may not 
provide satisfactory nighttime service 
to the Binghamton metropolitan dis¬ 
trict. that the proposed operation may 
receive daytime interference in excess 
of that recommended by the Standards 
of Good Engineering Practice, that pop¬ 
ulation residing between the normally 
protected and interference free night¬ 
time contours may be in excess of that 
recommended by the Standards of Good 
Engineering Practice and that overlap 
in contravention of 5 3.35 of the Com¬ 
mission's rules may exist between the 
service areas of Station WINR operat¬ 
ing as proposed and Station WSYR and 
accordingly, on the basis of the Infor¬ 
mation contained in the said applica¬ 
tion and petition the Commission can¬ 
not determine whether a grant of the 
above-entitled application u f ould be in 
the public interest; 

It is ordered. That the said petition 
Is denied and, on the Commission’s own 
motion, issue 4 in the order of June 1, 
1950 designating the said application for 
hearing is amended to delete therefrom 
all reference to Station WNDR, Syra¬ 
cuse, Near York; and that the hearing In 
the above-entitled proceeding is sched¬ 
uled to be heard at 10:00 a. m.. Thurs¬ 
day. January 25. 1951, at Washington. 
D. C. 

Federal Communications 

Commission. 
fSEAL] T. J. Slowie. 

Secretary. 

IF. R. Doc. 50-12501; Filed. Dec. 29. 1950; 

8:50 a. m.) 


(Docket No. 9859] 

Kee Broadcasting Co. 

ORDER DESIGNATING APPLICATION FOREBEAR- 
ING ON STATED ISSUES 

In re application of E. D. Scandrett. 
Harold B. Rothrock and Ray F. Knochci 
d/b as Kee Broadcasting Company. Ke- 
wanee. Illinois, for construction permit, 
Docket No. 9859, File No. BP-7287. 

At a session of the Federal Communi- 
evtion.s Commission held at its offices in 
Washington, D. C., on the 13th day of 
December 1950; 

The Commission having under consid¬ 
eration the above-entitled application 
requesting a permit to construct a new 
standard broadcast station to operate on 
frequency 1450 kilocycles, with 100 watts 
power, unlimited time at Kewance, 
Illinois; 

It appearing, that the applicant Is 
legally, technically, financially and oth¬ 
erwise qualified to operate the proposed 
station, but that the application may 
Involve interference with one or more 
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existing stations and otherwise not com¬ 
ply with the Standards of Good Engi¬ 
neering Practice; 

It is ordered . That, pursuant to section 
309 (a) of the Communications Act of 
1934. as amended, the said application is 
designated for hearing at 10:00 a. m. on 
February 1. 1951. at Washington, D. C. t 
upon the following issues: 

1. To determine the areas and popula¬ 
tions which may be expected to gain or 
lose primary service from the operation 
of the proposed station, and the char¬ 
acter of other broadcast service avail¬ 
able to such areas and populations. 

2. To determine whether the operation 
o! the proposed station would involve 
obje ctionable interference with Stations 
KWCR, Cedar Rapids, Iowa; WCVS, 
Springfield. Illinois; WHFC. Cicero. Illi¬ 
nois ; WMBD. Peoria. Illinois or with any 
other existing broadcast stations, and, if 
ao. the nature and extent thereof, the 
areas and populations affected thereby, 
and the availability of other broadcast 
service to such areas and populations. 

3. To determine whether the operation 
of the proposed station would involve ob¬ 
jectionable interference with the services 
proposed in any other pending applica¬ 
tions for broadcast facilities, and, if so, 
the nature and extent thereof, the areas 
and populations affected thereby, and 
the availability of other broadcast serv¬ 
ice to such areas and populations. 

4. To determine whether the installa¬ 
tion and operation of the proposed sta¬ 
tion would be in compliance with the 
Commission 1 * rules and standards of 
Good Engineering Practice Concerning 
Standard Broadcast Stations. 

It is further ordered , That Cedar Rap¬ 
ids Broadcasting Corporation; WCBS. 
Incorporated; WHFC. Incorporated; and 
Peoria Broadcasting Company, licensees 
of Stations KWCR. Cedar Rapids. Iowa; 
WCVS, Springfield, Illinois; WHFC, 
Cicero, Illinois; and WMBD. Peoria. Illi¬ 
nois, respectively, arc made parties to 
the proceeding. 

Federal Communications 
Commission, 

l seal] T. J. Slowie. 

Secretary. 

;r. R. Doc. 50-12502; Filed. Dec. 29. 1950; 
8:50 a. m.| 


(Docket No. 9860) 

Royal Broadcasting Co. 

ORDER DESIGNATING A IMPLICATION FOE 
HEARING Of STATED ISSUES 

In re application of Arthur Wilson 
Davis tr/a s Royal Broadcasting Com¬ 
pany. Lancaster. South Carolina, for 
construction permit; Docket No. 9860, 
File No. BP-7547. 

At a session of the Federal Communi¬ 
cations Commission held at its offices in 
Washington. D. C., on the 13th day of 
December i960; 

The Commission having under con¬ 
sideration the above-entitled application 
for a new standard broadcast station to 
be operated on the frequency 1220 kilo¬ 
cycles with a power of 1 kilowatt, day¬ 
time only at Lancaster. South Carolina; 

It appearing, that the applicant is le¬ 


gally. technically, financially and other¬ 
wise qualified to operate the proposed 
station but that the application may in¬ 
volve interference with one or more 
existing stations and otherwise not com¬ 
ply with the Standards of Good Engi¬ 
neering Practice; 

ft Is ordered . That pursuant to section 
309 (a) of the Communications Act of 
1934. as amended, the said application 
is designated for hearing commencing 
at 10:00 a. m. on February 2. 1951. at 
Washington, D. C. upon the following 
issues: 

1. To determine the areas and popu¬ 
lations which may be expected to gain or 
lose primary service tom the operation 
of the proposed station. and the charac¬ 
ter of other broadcast service available 
to such areas and populations. 

2. To determine whether the opera¬ 
tion of the proposed station would in¬ 
volve objectionable interference with 
Station WADE. Wades boro. North Caro¬ 
lina. or with any other existing broad¬ 
cast stations, and, if so, the nature and 
extent thereof, the areas and popula¬ 
tions affected thereby, and the avail¬ 
ability of other broadcast service to such 
areas and populations. 

3. To determine whether the Instal¬ 
lation and operation of the proposed 
station would be in compliance with the 
Commission’s rules and standards of 
Good Engineering Practice Cqncerning 
Standard Broadcast Stations. 

It is further ordered. That Robert 
Phillip Lyon and Risdcn A. Lyon, d/b as 
R. P. Lyon and Son, licensee of Station 
WADE. Wadesboro. North Carolina is 
made a party to this proceeding. 

Federal Communications 
Commission, 

[seal] T. J. Slowie, 

Secretary. 

IF. R. Doc. 50-12503; Filed, Dec. 29, 1950; 
8:50-*. m.j 


(Docket No. 9861) 

Sunbury Broadcasting Corf, (WKOK) 

ORDER DESIGNATING APPLICATION FOR 
HEARING ON STATED ISSUES 

In re application of Sunbury Broad¬ 
casting Corporation <WKOK>. Sunbury, 
Pennsylvania, for construction permit; 
Docket No. 9861, File No. BP-7685. 

At a session of the Federal Communi¬ 
cations Commission held at Us offices in 
Washington, D. C., on the nth day of 
December 1950; 

The Commission having under consid¬ 
eration the above-entitled application of 
Sunbury Broadcasting Corporation re¬ 
questing a construction permit to change 
type transmitter and make changffe in 
the antenna system of Station WKOK, 
Sunbury, Pennsylvania, presently oper¬ 
ating on the frequency 1240 kilocycles, 
with 250 watts power, unlimited time; 

It appearing, that the applicant is 
legally, technically, financially and 
othe rwise qualified to operate Station 
WKOK as proposed, but that the appli¬ 
cation may Involve Interference with 
one or more existing stations and other¬ 
wise not comply with the Standards of 
Good Engineering Practice; 


It is ordered, That, pursuant to sec¬ 
tion 309 (a) of the Communications Act 
of 1934, as amended, the said applica¬ 
tion Is designated for hearing com¬ 
mencing at 10:00 a. m on February 5. 
1951, at Washington. D. C, upon the 
following issues: 

1. To determine the areas and popu¬ 
lations which may be expected to gain or 
lose primary service from the operation 
of the proposed station, and the charac¬ 
ter of other broadcast service available 
to such areas and populations. 

2. To determine whether the opera¬ 
tion of Station WKOK. as proposed, 
would involve objectionable interference 
with Stations WBAX. Wtlkes-Ba rre, 
Pennsylvania, and WHUM, Reading, 
Pennsylvania, or any other existing 
broadcast stations, and. if so. the nature 
and extent thereof, the areas and popu¬ 
lations affected thereby, and the avail¬ 
ability of other broadcast service to such 
areas and populations. 

3. To determine whether the installa¬ 
tion and operation of the proposed sta¬ 
tion would be In compliance with the 
Commission's rules and standards of 
Good Engineering Practice Concerning 
Standard Broadcast Stations. a 

It is further ordered. That John H. 
8tenger. Jr., licensee of Station WBAX 
Wilkes-Barre, Pennsylvania, and Eastern 
Radio Corp.. licensee of Station WHUM, 
Reading. Pennsylvania, are made parties 
to this proceeding. 

Federal Communications 
Commission, 

l seal! T. J. Slowie, 

* Secretary . 

(F. R. Doc. 60-12504; Filed, Dec, 29. 1950; 
8:50 a. m.) 


(Docket No. 9637) 

Radio Athens. Inc. <WRFC> 

ORDER DESIGNATING AFPL1 CATION FOE 
HEARING ON STATED ISSUES 

In re application of Radio Athens, Inc* 
<WRFC>. Athens. Georgia, for construc¬ 
tion permit; Docket No. 9637, File No. BP- 
7415. 

At a session of the Federal Communi¬ 
cations Commission held at its offices in 
Washington, D. C„ on the 13th day of 
December 1950; 

The Commission having under consid¬ 
eration the above-entitled application re¬ 
questing a construction permit to change 
the facilities of Station WHFC at Athens. 
Georgia, from 960 kilocycles, with l kilo¬ 
watt power, daytime only to 960 kilo¬ 
cycles. 500 watts power night and 1 kilo¬ 
watt day (LS>. unlimited time utilizing 
a directional antenna for night use only; 

It appearing, that the applicant is 
legally, technically, financially and oth¬ 
erwise qualified to operate Station WRFC, 
as proposed, that no interference would 
be caused to any existing or proposed 
station but that the application may 
otherwise not comply with the Standards 
of Good Engineering Practice; particu¬ 
larly with reference to coverage of the 
city of Athens, Georgia, the areas and 
populations which may be expected to 
receive satisfactory nighttime service, 
the assignment of stations whe^e ob- 
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JccUonable Interference would be re¬ 
ceived to a field Intensity contour 
greater thanLthat specified for a station 
of its class and the percentage of the 
population of the city of Athens residing 
within the 250 mv/m contour; 

It is ordered, That pursuant to section 
309 (a) of the Communications Act of 
1934, as amended, the said application 
is designated for hearing commencing at 
10:00 a. m. on February 5.1951, at Wash¬ 
ington. D. C , upon the following issues: 

1. To determine the areas and popu¬ 
lations which may be expected to gain 
or lose primary service from the opera¬ 
tion of the proposed stations, and the 
character of other broadcast service 
available to such areas and populations. 

2, To determine whether the instal¬ 
lation and operation of the proposed 
stations would be in compliance with 
the Commission’s rules and standards 
of Good Engineering Practice Concern¬ 
ing Standard Broadcast Stations with 
particular reference to coverage of the 
city of Athens, Georgia, the areas and 
populations which may be expected to 
receive satisfactory nighttime service, 
the assignment of stations where ob¬ 
jectionable interference would be re¬ 
ceived to a field intensity contour greater 
than that specified for a station of its 
class and the percentage of the popu¬ 
lation of the city of Athens residing 
within the 250 mv/m contour. 

Federal Communications 
Commission 

(sealI T. J. Slow IE, 

Secretary, 

|F R Doc. 50-12505: Filed. Dec. 29. 1950; 

8:51 a. m.) 


(Docket Nos. 9487, 9882, 9863] 
Central Ohio Broadcasting Co. et al. 

ORDER DESIGNATING APPLICATIONS FOR CON¬ 
SOLIDATED HEARING ON STATED ISSUES 

In re applications of Homer Akers, 
Charles V. Lundstedt and Emmitt Akers, 
d/b as Central Ohio Broadcasting Com¬ 
pany. Gallon. Ohio, Docket No. 9487, File 
No. BP-7031; Frederick Eckardt, Be¬ 
atrice B. Eckardt and Woodrow C. Eck- 
ardt d/b as Fayette Broadcasting Com¬ 
pany. Washington Court House, Ohio, 
Docket No. 9862, File No. BP-7860; The 
Court House Broadcasting Company, 
Washington Court House. Ohio. Docket 
No. 9863. File No. BP-7881; for construc¬ 
tion permits. 

At a session of the Federal Communi¬ 
cations Commission held at its offices in 
Washington. D. C., on the 13th day of 
December 1950; 

The Commission having under consid¬ 
eration the above-entitled applications 
of Central Ohio Broadcasting Company 
requesting a permit to construct a new 
standard broadcast station to operate on 
frequency 1250 kilocycles, with 1 kilowatt 
(DA-2) power, unlimited time; of Fay¬ 
ette Broadcasting Company requesting 
a permit to construct a new standard 
broadcast station to operate on fre¬ 
quency 1250 kilocycles, with 500 watts 
power, daytime only; and of The Court 
House Broadcasting Company requesting 
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a permit to construct a new standard 
broadcast station to operate on fre¬ 
quency 1250 kilocycles, with 250 watts 
power, daytime only; at the places speci¬ 
fied above; 

It is ordered. That, pursuant to section 
309 (a) of the Communications Act of 
1934, as amended, the said applications 
arc designated for hearing in a consoli¬ 
dated proceeding commencing at 10:00 
a. m. on February 7.1951. at Washington, 
D. C.. upon the following issues; 

1. To determine the legal, technical, 
financial and other qualifications of the 
applicant partnerships and the partners 
and of the applicant corporation, its of¬ 
ficers. directors and stockholders to con¬ 
struct and operat^he proposed stations. 

2. To determine the areas and popu¬ 
lations which may be expected to gain or 
lose primary service from the operation 
of the proposed stations, and the char¬ 
acter of other broadcast service available 
to such areas and populations. 

3. To determine the type and charac¬ 
ter of program service proposed to be 
rendered and whether it w r ould meet the 
requirements of the populations and 
areas proposed to be served. 

4. To determine whether the opera¬ 
tion o( the proposed stations would in¬ 
volve objectionable interference with 
stations WDOK, Cleveland, Ohio; WGL, 
Fort Wayne. Indiana, or with any other 
existing broadcast stations, and. if so. 
the natnVe and extent thereof, the areas 
and populations affected thereby, and 
the availability of other broadcast serv¬ 
ice to such areas and populations. 

5. To determine whether the opera¬ 
tion of the proposed stations would in¬ 
volve objectionable interference, each 
with the other, or with the services pro¬ 
posed in any other pending applications 
for broadcast facilities, and. if so. the 
nature and extent thereof, the areas and 
populations affected thereby, and the 
availability of other broadcast service to 
such areas and populations. 

6. To determine whether the Installa¬ 
tion and operation of the proposed sta¬ 
tions would be in compliance with the 
Commissicn’s rules and standards of 
Good Engineering Practice Concerning 
Standard Broadcast stations with par¬ 
ticular reference to whether the opera¬ 
tion proposed in the application of The 
Court House Broadcasting Company 
would be in compliance with those pro¬ 
visions pertaining to the assignment of 
Class IV stations to regional channels. 

7. To determine the overlap, if any. 
that will ekist between the service areas 
of the station proposed in the applica¬ 
tion of Fayette Broadcasting Company 
and the station proposed in the applica¬ 
tion of Skywave Broadcasting Corpora¬ 
tion (File Number BP-7655. Docket 
nuq^>er 9742). the nature and extent 
thereof, and whether such overlap, if 
any. is in contravention of i 3.35 of the 
Commission’s rules, 

8. To determine on a comparative 
basis which, if any. of the appUcatioas 
in this consolidated proceeding should 
be granted. 

It is further ordered , That The Civic 
Broadcasters. Incorporated and News 
Sentinel Broadcasting Company. Incor¬ 
porated. licensees of stations WDOK. 
Cleveland, Ohio and WGL, Port Wayne, 


Indiana respectively, are made parties 
to the proceeding. 

Federal Communications 
Commission, 

(seal] T. J. Slowie, 

Secretary. 

(P. R. Doc. 50-12506: Filed. Dec. 29r 1950; 
8:51 a. m.) 


[Docket No. 9864) 
Williamsburg Radio Co., Inc. 

ORDER DESIGNATING APPLICATION FOR 
HEARING ON STATED ISSUES 

In re application of Williamsburg 
Radio Company, Inc., Williamsburg, Vir¬ 
ginia. for construction permit; Docket 
No. 9864. File No. BP-7729. 

At a session of the Federal Communi¬ 
cations Commission held at its offices in 
Washington. D. C.. on the 13th day of 
December 1950; 

The Commission having under con¬ 
sideration the above-entitled application 
requesting a permit to construct a new’ 
standard broadcast station to operate on 
frequency 740 kilocycles, with 1 kilowatt 
power, daytime only, at Williamsburg. 
Virginia; 

It appearing, that the applicant is 
legally, technically, * financially and 
otherwise qualified to operate the pro¬ 
posed station, except as to matter cov¬ 
ered by Issue 6. below, but that the 
application may involve interference 
with one or more existing stations and 
otherwise not comply with the Standards 
of Good Engineering Practice; 

It is ordered. That, pursuant to section 
309 <a> of the Communications Act of 
1934. as amended, the said application is 
designated for hearing at 10:00 a. m. on 
February 7. 1951. at Washington, D. C., 
upon the following Issues: 

1. To determine the areas and popu¬ 
lations which may be expected to gain 
or lose primary service from the opera¬ 
tion of the proposed station, and the 
character of other broadcast service 
available to such areas and population:. 

2. To determine whether the opera¬ 
tion of the proposed station would in¬ 
volve objectionable interference with 
Stations WCVH, Chester. Pennsylvania; 
WMBL. Morehead City, North Carolina, 
or with any other existing broadcast sta¬ 
tions, and. if so. the nature and extent 
thereof, the areas and populations af¬ 
fected thereby, and the availability of 
other broadcast service to such areas and 
populations. 

3. To determine whether the operation 
of the proposed station would involve 
objectionable interference with the serv¬ 
ices proposed in any other pending appli¬ 
cations for broadcast facilities, and. if so. 
the nature and extent thereof, the areas 
and populations affected thereby, and 
the availability of other broadcast serv¬ 
ice to such areas and populations. 

4. To determine whether the operation 
of the proposed station would Involve 
second harmonic interference with Sta¬ 
tions WBBL, Richmond. Virginia, and 
WLEE. Richmond, Virginia, and. if so. 
the nature and extent thereof, the areas 
and populations affected thereby, and 












Saturday , December 30 , 1950 

the availability of other broadcast 
service to such areas and populations. 

5. To determine whether the installa¬ 
tion and operation of the proposed sta¬ 
tion would be in compliance with the 
Commission’s rules and standards of 
Good Engineering Practice Concerning 
Standard Broadcast Stations. 

6. To determine the overlap. If any, 
that will exist between the service areas 
of the proposed station and of Station 
WXGI. Richmond. Virginia, the nature 
and extent thereof, and whether such 
overlap, if any, is in contravention of 
I 3 35 of the Commission’s rules. 

It is further ordered , That James M. 
Tisdale: Carteret Broadcasting Com¬ 
pany; Graci Covenant Presbyterian 
Church: and Lee Broadcasting Corpora¬ 
tion. licensees of Stations WVCH, 
Chester, Pennsylvania; WMBL, More- 
lead City. North Carolina; WBBL, Rich¬ 
mond. Virginia; and WLEE, Richmond. 
V.rrlnia, respectively, are made parties 
to the proceeding. 

FrtritAL Communications 
Commission, 

I seal T.J. Slowie. 

Secretary . 

I-* H. Doc. 50-12507; Piled. Dec. 29. 1950; 
8:51 a. m.| 


Radiocommunication Between Amateur 
Stations of Different Countries 

December 21, 1950. 

Communications between amateur 
radio stations licensed by the Federal 
Communications Commission and for¬ 
eign amateur stations are permissible 
subject to the limitations of section 1 of 
Article 42 of the Radio Regulations An¬ 
nexed to the International Telecommu¬ 
nications Convention (Atlantic City, 
1947). Section 1 of this article provides 
as follows: 

Radtoconimunlcations between amateur 
stations of different countries Khali be for¬ 
bidden if the administration of one of the 
countries concerned has nottfled that It 
objects to such radlocommunicatlons. 

According to information obtained by 
the Commission from the Department of 
State, to and including October 13. 1950, 
certain foreign countries object to the 
exchange, internationally, of amateur 
radio communications and others impose 
specific limitations upon such communi¬ 
cations. The names of the countries 
forbidding exchange, internationally, of 
amateur communications and countries 
imposing restrictions on such exchange, 
together with the terms of the restric¬ 
tions, are hereinafter set forth. 

ADMINISTRATIONS WHICH FOftSXD BAOIO COM¬ 
MUNICATIONS BETWEEN THEIR AMATEUR 

STATIONS AND AMATEUR STATIONS IN OTHER 

COUNTRIES 

Indonesia, Japan (excluding amateur sta¬ 
tions of Allied Occupation Forces as author¬ 
ised by the Supreme Commander, Allied 
Powers). • 

ADMINISTRATIONS WHICH FORBID ALL AMATEUR 
RADIO OPERATION 

Indo-Chlna. Iran, Lebanon, Netherlands 
Antilles, Thailand. 
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THE FOLLOWING ADMINISTRATIONS HAVE PLACED 

THE SPECIAL RESTRICTIONS NOTED ON AMATEUR 

RADIOCOMMUNICATIONS 

Australia (Commonwealth of): Amateur 
stations in Australia are authorized to con¬ 
duct radlocommunicatlons for purely experi¬ 
mental purposes with amateur stations la 
other countries and the administrations of 
which permit such radlocommunicatlons. 

Austria: The reception of foreign amateur 
station transmissions U permitted, but trans¬ 
missions by Austrian amateur stations are 
strictly forbidden by the Allied control au¬ 
thorities In Austria. 

Accordingly, United States amateur 
licensees are warned that international 
communications arc limited by treaty 
as indicated above. The foregoing does 
not in any way modify and should not 
be confused with the provisions of sec¬ 
tion 2 of Article 42 of the International 
Radio Regulations (Atlantic City, 1947) 
which proliibits the use of amateur sta¬ 
tions for transmitting international com¬ 
munications on behalf of third parties 
except when permitted by special ar¬ 
rangements between the countries con¬ 
cerned. 

This notice supersedes and cancels 
public notices of October 12. 1949 
(Mimeo. No. 41G36) and November 4, 
1949 (Mimeo. No. 42642). 

Federal Communications 
Commission. 

(seal! T. J. Slowie. 

Secretary . 

|F. R. Doc. 50-12506; Filed. Dec. 29, 1950; 
8:51 a. m | 


| Docket No. 9834) 

Great Northern Radio. Inc. (WWSC) 

ORDER CONTINUING HEARING 

In the matter of Great Northern Radio, 
Inc. (WWSC), Glens FaUs. New York, 
applicant for modification of construc¬ 
tion permit; Docket No. 9834. File No. 
BMP-5335. 

The Commission having under con¬ 
sideration a motion filed December 5, 
1950. by Great Northern Radio. Inc. 
(WWSC). Glens Falls, New York, for a 
60-day continuance of the hearing on its 
above-entitled application, now sched¬ 
uled for 10:00 o’clock a. m. Friday. De¬ 
cember 15, 1950. in Washington. D. C.; 
and 

It appearing, that on November 24, 
1950, the applicant filed with the Com¬ 
mission a petition seeking reconsidera¬ 
tion of the action of the Commission 
designating said application for hearing 
and for a grant without hearing; that 
said petition has not yet received Com¬ 
mission consideration; that if said peti¬ 
tion for reconsideration be granted a 
hearing will be obviated; that a grant of 
said petition would serve the public in¬ 
terest and would conduce to the dispatch 
of the Commission’s business; and 

It further appearing, that there are 
no other parties to this proceeding and 
that Commission Counsel has consented 
to a waiver of $ 1.745 so as to permit early 
consideration of this petition; 

It is ordered , This 8th day of December 
1950, that the petition for continuance is 
granted; and the hearing on the above- 
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entitled application is hereby continued 
to 10:00 o’clock a. m. Monday. February 
12, 1951. 

Federal Communications 
Commission, 

(seal! T. J. Slowie, 

Secretary . 

|F. R. Doc. 50-12509; Fled. Dec. 20. 1950; 
8:51 a. m.) 


(Docket No. 9641, 6809. 9810) 

David M. Baltimore et al. 

ORDER CONTINUING HEARING 

In re applications of David M Balti¬ 
more. Scranton. Pennsylvania. Docket 
No. 9641, File No. BP-7541; The 8cranton 
Times (co-partnership), Elizabeth R. 
Lynett and Edward J. Lynett, Jr. 
<WQAN>, Scranton. Pennsylvania, Dock¬ 
et No. 9809. File No. BP-7791; Richard 
G. Evans tr/a & Radio Pittston FM and 
Television Company, Pittston, Pennsyl¬ 
vania. Docket No. 9810. File No. BP-7815; 
for construction permits. 

The Commission having under consid¬ 
eration a petition filed December 5.1950, 
by The Scranton Times i WQAN >, 
Scranton, Pennsylvania, requesting a 
continuance of the hearing presently 
scheduled for January 2. 1951, at Wash¬ 
ington. D. C.. in the proceeding upon the 
above-entitled applications for construc¬ 
tion permits; and 

It appearing, That no opposition to 
the granting of the Instant petition has 
been filed with the Commission; 

It is ordered . This 15th day of Decem¬ 
ber 1950. that the petition is granted; 
and that the hearing in the proceeding 
upon the above-entitled applications Is 
continued to 10:00 a. m., Monday, 
January 22, 1951, at Washington, D. C. 

Federal Communications 
Commission. 

[seal) T. J. Slowie. 

Secretary. 

(P. R. Doc. 50-12510: Filed. Dec. 20, 1950; 
8:51 a. m | 


|Docket No. 9758| 

Coastwise Line; SS William Black 
Yates 

ORDER CONTINUING HEARING 

In the matter of petition of the Coast¬ 
wise Line requesting reconsideration by 
the Commission of its denial of the appli¬ 
cation of Coastwise Line for relief from 
forfeitures imposed in connection with 
the sailing of the SS ''William Black 
Yates” In violation of sections 351 and 
353 of the Communications Act of 1934, 
as amended; Docket No. 9758. 

The Commission having under consid¬ 
eration a petition filed December 14, 
1950, by the Coastwise Line, requesting 
continuance until a date not earlier than 
February 19. 1951, of the hearing on the 
above-entitled proceeding presently 
scheduled for January 4. 1951, at Wash¬ 
ington . D. C.; and 

It appearing, that because persons 
having knowledge of the facts are found 
or reside at great distances from the 
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place of hearing, counsel for the peti¬ 
tioner and counsel for the Commission 
have agreed to stipulate the facts mate¬ 
rial to the case on which there is no 
disagreement; and 
It further appearing, that. In order to 
arrive at such stipulation, it is necessary 
to study the deposition of Olaf K. Clau¬ 
sen, Master of the S3 “William Black 
Yates" during the period of the above- 
mentioned violation taken in Los Ange¬ 
les, California; and that such deposition 
will not be received at the Commission’s 
offices in Washington, D. C., before the 
week of December 18. 1950 ; and 

It further appearing, that good and 
sufficient cause has been shown for the 
granting of such petition and no opposi¬ 
tion to the grant thereof has been filed; 

It is ordered , This 19th day of Decem¬ 
ber 1950. that the hearing in the above- 
entitled proceeding, now scheduled for 
January 4. 1951. be. and it is hereby, 
continued until March 2. 1951. 

Federal Communications 
Commission, 

[seal] T. J. Slowie, 

Secretary . 

fP R Doc, 50-12511: Filed, Dec 29, I960; 
8:51 o. m.) 


FEDERAL POWER COMMISSION 

(Docket No. 0-1172| 
Independent Natural Gas Co. 

ORDER FIXING DATE OF HEARING 

December 21. 1950. 

On March 29. 1950. when this matter 
was called for hearing as provided by 
order of March 13. 1950. counsel for 
Independent Natural Gas Company re¬ 
quested a continuance, and the hearing 
was recessed to a date to be fixed by the 
Commission. 

The Commission orders: Hearing in 
this matter be held commencing on 
January 17. 1951, at 10:00 a. m.. e. s. t, 
in the Hearing Room of the Federal 
Power Commission, 1800 Pennsylvania 
Avenue NW.. Washington, D. C. 

Date of issuance; December 26. 1950. 

By the Commission. 


file with the Commission and open to 
public inspection. 

Applicant has requested that this ap¬ 
plication be heard under the shortened 
procedure provided for by $ 1.32 (b) of 
the Commission’s rules of practice and 
procedure; no request to be heard or 
protest has been filed subsequent to giv¬ 
ing of due notice of the filing of the 
application. Including publication in the 
Federal Register on September 19. 1950 
(15 F. R. 6275). 

The Commission finds; 

This proceeding Is a proper one for 
disposition under the provisions of $ 1,32 
<b) (18 CFR 1.32) of the Commission's 
rules of practice and procedure. 

The Commission orders: 

(A) Pursuant to the authority con¬ 
tained in and subject to the jurisdiction 
conferred upon the Federal Power Com¬ 
mission by sections 7 and 15 of the 
Natural Gas Act, as amended, and the 
Commission's rules of practice and pro¬ 
cedure, a hearing be held on January 
16. 1951, at 9:30 o'clock o. m,, e. s, t., in 
the Hearing Room of the Federal Power 
Commission. 1800 Pennsylvania Avenue 
NW.. Washington. D. C.. concerning the 
matters involved and the issues pre¬ 
sented by such application: Provided. 
however , That the Commission may, 
after a non-contosted hearing, forthwith 
dispose of the proceeding pursuant to 
the provisions of 5 1.32 (b) of the Com¬ 
mission's rules of practice and proce¬ 
dure. 

<B) Interested State commissions 
may participate as provided by 55 1.8 
and 1.37 (f) (18 CFR 1.8 and 1.37 (f)) 
of the said rules of practice and pro¬ 
cedure. 

Date of Issuance: December 26, 1950. 

By the Commission. 

I seal I J. H. Gutride, 

Acting Secretary. 

|F. It. Doc. 50-12480; Filed. Dec. 29, 1930; 

8:47 a. m.) 


(Docket No. Q-1553( 
Canadian River Gas Co. 


were placed in operation on September 
28. 1950. 

The total over-all cost of the facilities 
was $44,530, which was financed by Ap¬ 
plicant under the terms of its agreement 
with Colorado Interstate Gas Company, 
dated January 3. 1928.' 

Protests or petitions to Intervene may 
be filed with the Federal Power Com¬ 
mission, Washington 25. D. C., in accord¬ 
ance with the rules of practice and pro¬ 
cedure (18 CFR 1.8 or 1.10 > on or before 
the 15th day of January 1951. The ap¬ 
plication is on file with the Commission 
for public inspection. 

I seal] Leon M. Fuqua y. 

Secretary. 

|F. R. Doc. 50-12519; Filed. Dec. 29. 195); 

8:53 a. m.| 


GENERAL SERVICES ADMIN¬ 
ISTRATION 

Secretary of Defense 
delegation of authority with respect 

TO PROPOSED RELEASED VALUATION RAT¬ 
INGS BY RAIL CARRIERS 

Protest before Joint Official, Southern 
and Western Classification Committees 
of rail carriers proposed released valua¬ 
tion ratings and publication of new item 
ratings on engines, steam or internal 
combustion, noibn, etc., carried under 
subject No. 66. Joint Docket No. 141. 

1. Pursuant to the provisions of sec¬ 
tions 201 (a) (4) and 205 <d> and <e> 
of the Federal Property and Administra¬ 
tive Services Act of 1949, Public Law 152, 
81st Congress, authority to represent the 
interests of the executive agencies of the 
Federal Government and to appear as 
witnesses for the executive agencies of 
the Federal Government in the matter 
of proposed released valuation ratings 
by the rail carriers on engines, steam or 
internal combustion, noibn, and the pub¬ 
lication of new items providing ratings 
on engines, steam or internal combus¬ 
tion, jet propulsion type, and engines, 
steam or internal combustion, radial cyl¬ 
inder type, covered by Subject No. 66. 
Joint Docket No. 141, of the Official. 
Southern, and Western Classification, 
before the Joint Official, Southern and 
Western Classification Committee, set 
for hearing on November 28, 1950. is 
hereby delegated to the Secretary of 
Defense, 

2. The Secretary of Defense is hereby 
authorized to redclegate any of the au¬ 
thority contained herein to any officer, 
official or employee of the Department of 
Defense. 

3. The authority conferred herein 

shall be exercised in accordance with 
the policies, procedures and controlsprc- 
scribed by the General Services Adminis¬ 
tration and shall further be exercised in 
co-operation with the responsible officers, 
officials and employees of such adminis¬ 
tration. V 

4. This delegation of authority shall be 
efteAive as of November 28. 1950. 

Dated: December 22, 1950. 

Jess Larson. 

Administrator . 

|P. R. Doc. 50-12*71; Filed, Dec. 29. 1950; 

8 i*3 A. m j 


(seal! J. H. Gutride, 

Acting Secretary. 

|F R Doc. 50-12479; Filed, Dec. 29, 1950; 
8:47 a. m ] 


| Docket No. 0-1471J 
Texas Gas Transmission Corp. 

ORDER FIXING DATE OF HEARING 

December 22. 1950. 

On August 28, 1950, Texas Gas Trans¬ 
mission Corporation (Applicant), a 
Delaware Corporation with its principal 
place of business at Owensboro, Ken¬ 
tucky, filed an application for a certifi¬ 
cate of public convenience and necessity 
pursuant to section-7 of the Natural Gas 
Act, as amended, to construct and op¬ 
erate certain facilities, subject to the 
Jurisdiction of the Commission, as are 
fully described in such application on 


notice of afpijcation 

December 26. 1950. 

Take notice that Canadian River Gas 
Company (Applicant), a Delaware cor¬ 
poration of Amarillo, Texas, filed on De¬ 
cember 11, 1950, an application for a 
certificate of public convenience and 
necessity pursuant to section 7 of the 
Natural Gas Act authorizing the use and 
operation of 15,279 feet of 4^-lnch O. D. 
natural gas pipeline. 12.872 feet of 6%- 
inch O. D. natural gas pipeline, a 6-inch 
meter run and a 3-inch regulator, which 
facilities were installed at or near Clay¬ 
ton. New Mexico, aad replaced 28,151 
feet of 3&-inch O. D. pipeline, a 4-inch 
meter run and a 2-lnch regulator. 

The application states that the servico 
being rendered by the new facilities is 
that of meeting increased maximum 
hourly demands of its resale customer, 
Clayton Gas Company, at Clayton, New 
Mexico. It is also stated that removal of 
the old facilities was completed on Octo¬ 
ber 1. 1950. and that the new facilities 
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INTERSTATE COMMERCE 
COMMISSION 

(4th See. Application 25694 J 

Latex From Akron. Ohio, to Austell, 
Oa. 

APPLICATION FOR RELIEF 

December 27. 1950. 

The Commission is in receipt of the 
above-entitled and numbered applica¬ 
tion for relief from the long-and-short- 
haul provision of section 4 Cl) of the 
Interstate Commerce Act. 

Filed by: L. C. Schuldt. Agent, for 
carriers parties to his staff I. C. C. No. 
4300. pursuant to fourth-section ordor 
No. 9800. 

Commodities involved: Latex (liquid 
crude rubber), carloads. 

From: Akron. Ohio. 

To: Austell. Ga, 

Grounds for relief: Circuitous routes. 

Any interested person desiring the 
Commission to hold a hearing upon such 
application shall request the Commis¬ 
sion In writing so to do within 15 days 
from the date of this notice. As provided 
by the general rules of practice of tho 
Commission, Rule 73. persons other than 
applicants should fairly disclose their 
interest, and the position they intend to 
take at the hearing with respect to tho 
appllcatioa Otherwise the Commission, 
in its discretion, may proceed to investi¬ 
gate and determine the matters involved 
in such application without further or 
formal hearing. If because of an emer¬ 
gency a grant of temporary relief is 
found to be necessary before the expira¬ 
tion of the 15-day period, a hearing, upon 
a request filed within that period, may 
be held subsequently. 

By the Commission. Division 2. 

[seal] W. P. Bartel, 

Secretary . 

|F. R. Doc. 60-12512; Piled. Dec. 29. 1950; 

8:52 n. m.| 


[4th See. Application 250061 

Citrus Fruit From Florida to Illinois 
and Official Territories 

application for relief 

December 27. 1950. 

The Commission is in receipt of tho 
above-entitled and numbered applica¬ 
tion for relief from the long-and-short- 
haul provision of section 4 (1) of tho 
Interstate Commerce Act. 

Piled by: D. Q. Marsh, Agent, for car¬ 
riers parties to Agent C. A. Spaninger's 
tariff I. C. C. No. 642, pursuant to 
fourth-section order No. 18101. 

Commodities involved: Citrus fruit, 
carloads. 

From: Florida. 

To: Illinois and official territories. 

Grounds for relief: Competition with 
rail carriers. 

Any Interested person desiring tho 
Commission to hold a hearing upon such 
application shall request the Commis- 
No. 253-10 


sion In writing so to do within 15 days 
from the date of this notice. As pro¬ 
vided by the general rules of practice of 
the Commission, Rule 73. persons other 
than applicants should fairly disclose 
their interest, and the position they in¬ 
tend to take at the hearing with respect 
to the application. Otherwise the Com¬ 
mission. In its discretion, may proceed 
to investigate and determine the matters 
involved in such application without 
further or formal hearing. If because 
of an emergency a grant of temporary 
relief is found to be necessary before the 
expiration of the 15-day period, a hear¬ 
ing. upon a request hied* within that 
period, may be held subsequently. 

By the Commission. Division 2. 

[sealI W. P. Bartel, 

Secretary . 

|F R. Doc. 50-12513: Filed, Dec. 29. 1950; 

8:52 a.m.| 


(4th See. Application 25090] 

Paper Boxes Frcm Bocalusa, La., to St. 

Louis. Mo., and East St. Louts, III, 

application for relief 

December 27, 1950. 

The Commission is in receipt of tho 
above-entitled and numbered application 
for relief from the long-and-short-haul 
provision of section 4 tl> of the Inter¬ 
state Commerce Act. 

Filed by: D. Q. Marsh, Agent, for Gulf, 
Mobile and Ohio Railroad Company and 
St. Louls-San Francisco Railway Com¬ 
pany. pursuant to fourth-section order 
No. 16101. 

Commodities involved: Boxes, fibre- 
boar’, pulpboard or strawboard, car¬ 
loads. 

From: Bogalusa. La. 

To: St. Louis. Mo., and East St. Louis, 
Ill. 

Grounds for relief: Competition with 
rail carriers. 

Any interested person desiring tho 
Commission to hold a hearing upon such 
application shall request the Commis¬ 
sion in writing so to do within 15 days 
from the date of this notice. As pro¬ 
vided by the general rules of practice 
of the Commission. Rule 73. persons other 
than applicants should fairly disclose 
their interest, and the position they in¬ 
tend to take at the hearing with respect 
to the application. Otherwise the Com¬ 
mission. in its discretion, may proceed to 
investigate and determine the matters 
involved in such application without 
further or formal hearing. If because 
of an emergency a grant of temporary 
relief is found to be necessary before the 
expiration of the 15-day period, a hear¬ 
ing. upon a request filed within that 
period, may be held subsequently. 

By the Commission, Division 2. 

* [seal] W. P. Bartel, 

Secretary . 

IF R. Doc. 50-12514; Filed. Dec. 29. 1950; 

8:52 a. m J 


(4th Sec. Application 250971 

Petroleum Products From Mobile, Ala., 
to Points in Alabama 

application for relief 

December 27. 1950. 

The Commission is in receipt of the 
above-entitled and numbered applica¬ 
tion for relief from the long-and-short- 
haul provision of section 4 (1) of the 
Interstate Commerce Act. 

Filed by: R. E. Boyle, Jr.. Agent, for 
The Alabama Great Southern Railroad 
Company and other carriers named in 
the application. 

Commodities involved: Petroleum 
products, in tank-car loads. 

From: Mobile. Ala. 

To: Points in Alabama. 

Grounds for relief: Competition with 
rail carriers. To meet intrastate rates. 

Schedules filed containing proposed 
rates: C. A. Spaninger’s tariff IC. C. No. 
1065. Supp. 192. 

Any interested person desiring the 
Commission to hold a hearing upon such 
application shall request the Commis¬ 
sion in writing so to do within 15 days 
from the date of this notice. As pro¬ 
vided by the general rules of practice of 
the Commission. Rule 73. persons other 
than applicants should fairly disclose 
their interest, and the position they in¬ 
tend to take at the hearing with respect 
to the application. Otherwise the Com¬ 
mission. in its discretion, may proceed 
to investigate and determine the matters 
involved in such application without fur¬ 
ther or formal hearing. If because of 
an emergency a grant of temporary re¬ 
lief is found to be necessary before the 
expiration of the 15-day period, a hear¬ 
ing. upon a request filed within that 
period, may be held subsequently. 

By the Commission. Division 2. 

[seal! W. P. Bartel, 

Secretary . 

(F. R. Doc. 50-12515; Filed. Dec. 29. 1950: 

8 :62 a. m ] 


(4th Sec. Application 25696) 

Iron and Steel Articles Irom Geneva. 

Utah, to W. T. L. Territory 

application for relief 

December 27. 1953. 

The Commission is in receipt of the 
above-entitled and numbered applica¬ 
tion for relief from the long-and-short- 
haul provision of section 4 (1) of the 
Interstate Commerce Act. 

Filed by: L. E. Kipp, Agent, for car¬ 
riers parties to his tariff L C. C. No. 
A-35G0. 

Commodities Involved: Iron and steel 
pipe or tubing, tanks and cylinders, etc., 
carloads. 

From: Geneva. Utah. 

To: Points in Colorado. Kansas. Mis¬ 
souri, Nebraska, and Wyoming. 

Grounds for relief: Circuitous routes, 
to maintain grouping, and to apply over 
short tariff routes races constructed on 
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the basis of the short line distance 
formula. 

Schedules filed containing proposed 
rates: L. E. Kipp’s tariff I. C. C. No. A- 
3560. Supp. 156. 

Any interested person desiring the 
Commission to hold a hearing upon such 
application shall request the Commis¬ 
sion in writing so to do within 15 days 
from the date of this notice. As pro-' 
vided by the general rules of practice of 
the Commission, Rule 73. persons other 
than applicants should fairly disclose 
their interest, and the position they in¬ 
tend to take at the hearing with re¬ 
spect to the application. Otherwise the 
Commission, in its discretion, may pro¬ 
ceed to Investigate and determine the 
matters involved in such application 
without further or formal hearing. If 
because of an emergency a grant of tem¬ 
porary relief is found to be necessary 
before the expiration of the 15-day 
period, a hearing, upon a request filed 
within that period, may be held subse¬ 
quently. 

By the Commission. Division 2. 

[seal] W P. Bartel, 

Secretary . 

(P. K Doc. 50-12516; Piled. Dec. 29. 1650; 

8:62 a. in.| 


(4th 8ec. Application 25590J 

Import Fertilizer Materials from 
Braitkwaxte. La., to South 

APPLICATION FOR RELIEF 

December 27. 1950. 

The Commission is in receipt of the 
above-entitled and numbered applica¬ 
tion for relief from the long-and-short- 
haul provision of section 4 (1) of the 
Interstate Commerce Act. 

Piled by: R. E- Boyle, Jr.. Agent, for 
carriers parties to Agent C. A. Span- 
inger’s tariff I. C. C. No. 962 

Commodities involved: Import fer¬ 
tilizer materials, carloads. 

Prom: Braithwaite, La, 

To: Southern territory. 

Grounds for relief: Competition with 
rail carriers. Circuitous routes. 

Schedules filed containing proposed 
rates: C. A. Spaninger’s tariff I. C. C. 
No. 962. Supp. 43. 

Any interested person desiring the 
Commission to hold a hearing upon such 
application shall request the Commission 
In writing so to do within 15 days from 
the date of this notice. As provided by 
the general rules of practice of the Com¬ 
mission, Rule 73. persons other than 
applicants should fairly disclose their 
Interest, and the position they intend 
to take at the hearing with respect to 
the application. Otherwise the Commis¬ 
sion, in its discretion, may proceed to 
Investigate and determine the matters 
Involved In such application without 
further or formal hearing. If because 
of an emergency a grant of temporary 
relief Is found to be necessary before 
the expiration of the 15-day period, a 


hearing, upon a request filed within that 
period, may be held subsequently. 

By the Commission, Division 2. 

[seal] W. P. Bartel. 

Secretary . 

|F. R. Doc. 50-12517; Filed. Dec. 29. 1950; 
8:52 a. m.| 


SECURITIES AND EXCHANGE 
COMMISSION 

| File Ho. 1-321 J 
Hale Bros. Stores. Inc. 

NOTICE OF APPLICATION TO WITHDRAW FROM 

LISTING AND REGISTRATION, AND OF OP¬ 
PORTUNITY FOR HEARING 

At a regular session of the Securities 
and Exchange Commission, held at its 
office in the city of Washington. D. C., 
on the 26th day of December A. D. 1950. 

Hale Bros. Stores, Inc., a Delaware 
corporation, pursuant to section 12 <d> 
of the Securities Exchange Act of 1934 
and Rule X-12D2-1 (b t promulgated 
thereunder, has made application to 
withdraw from registration and listing 
on the 8an Francisco Stock Exchange 
its No Par Value Common Stock. 

The application for withdrawal al¬ 
leges the following: 

<1> 291,300 shares of No Par Value 
Common Stock of the applicant were 
Issued and outstanding In the hands of 
the public prior to March 17. 1950. 

(2> The applicant entered into an 
agreement dated March 17. 1950, with 
Broadway Department Store. Inc., a 
Delaware corporation, providing for a 
plan of reorganization. 

<3> Pursuant to the provisions of this 
plan of reorganization, holders of 289,070 
shares of Common Stock of the appli¬ 
cant had exchanged such shares for 
Common Stock of Broadway Depart¬ 
ment Store. Inc., as of November 16. 
1950. 

As a result of the above described 
exchange of shares pursuant to this plan 
of reorganization on November 16. 1950, 
2,230 shares of applicant’s No Par Value 
Common Stock remained outstanding in 
the hands of 36 shareholders. 

(5) The San Francisco Stock Ex¬ 
change suspended the No Par Value 
Common 8tock of applicant from 
trading on that exchange on August 31, 
1950 by reason of the small number of 
shares of stock outstanding in the hands 
of the public and by reason of the small 
number of shareholders. 

(6) An auction market for the No Par 
Value Common Stock of applicant is no 
longer feasible by reason of the small 
number of shares outstanding in the 
hands of the public and the small num¬ 
ber of shareholders. 

(7 1 The applicant has compiled with 
the rules of the San Francisco Stock Ex¬ 
change with respect to withdrawing the 
security from registration and listing on 
that exchange. 

Upon receipt of a request prior to 
January 31. 1951. from any interested 
person for a hearing in regard to terms 
to be Imposed upon the delisting of this 


security, the Commission will determine 
whether to set the matter down for 
hearing. Such request should state 
briefly the nature of the Interest of the 
person requesting the hearing and the 
position he proposes to take at th<* hear¬ 
ing with respect to imposition of terms 
or conditions, In addition, any Inter¬ 
ested person may submit his vicw’3 or 
any additional facts bearing on this ap¬ 
plication by means of a letter addressed 
to the Secretary of the Securities and 
Exchange Commission. Washington. 
D. C. If no one requests a hearing on 
this matter, this application will be de¬ 
termined by order of the Commission on 
the basis of the facts stated in the appli¬ 
cation, and other information contained 
In the official flic of the Commission per¬ 
taining to the matter. 

By the Commission. 

(seal! Orval L. DuBois, 

Secretary. 

|F. R. Doc. 50-12495; Filed. Dec. 29. 1950; 

8:49 a. m.J 


(File No*. 59-10, 54-82. 59-39. 54-50, 54-147. 

37-55) 

North American Co. it al. 

ORDER RELEASING JURISDICTION OVER FEES 
AND EXPENSES 

At a regular session of the Securities 
and Exchange Commission, held at its 
office in the city of Washington. D. C., 
on the 21st day of December 1950. 

In the matter of The North American 
Company and its subsidiary companies. 
File No. 59-10; The North American 
Company, File No. 54-62; North Ameri¬ 
can Light 5c Power Company holding 
company system and The North Ameri¬ 
can Company. File No. 59-39; North 
American Light & Power Company, File 
No. 54-50: Illinois Power Company. FUe 
No. 54-147. 

In the matter of D. E. Ackers. North 
American Light & Power Company and 
The Kansas Power and Light Company. 
File No. 37-55. 

The Commission by orders dated Feb¬ 
ruary 28. 1947. and June 25, 1947. having 
approved a plan filed under section 11 
te) of the Public Utility Holding Com¬ 
pany Act of 1935 by The North American 
Company, a registered holding company, 
for the liquidation and dissolution of its 
subsidiary. North American Light & 
Power Company, also a registered hold¬ 
ing company; and 

Said or<fprs having reserved Jurisdic¬ 
tion over the payment of ail fees and 
expenses payable in connection with the 
plan; and applications for payment of 
fees and expenses, and for approval of 
payments previously made having been 
filed by certain of the participants In 
the proceedings relating to the plan: 
and 

Public hearings having been held on 
said applications and with respect to 
certain fees and expenses as to which no 
applications have been filed, the staff of 
the Division of Public Utilities of the 
Commission having issued a recom- 
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mended findings and opinion thereon, 
and the Commission having considered 
the record in such proceedings, and hav¬ 
ing this date issued its memorandum 
opinion adopting said recommended 
findings and opinion as its findings and 
opinion, modified as set forth in said 
memorandum opinion, and hAving con¬ 
cluded that the fees and expenses re¬ 
quested or paid in the amounts 
hereinafter set forth are not unrea¬ 
sonable; 

It is ordered. That the reservation of 
jurisdiction in this matter with respect 
to the following fees and expenses be, 
and the same hereby is. released, on 
condition that payment of such fees and 
expenses, not heretofore paid, be mAdc 
by the respective companies prior to De¬ 
cember 29, 1950, and, further, on con¬ 
dition that out of such payments, or 
otherwise, Lawrence H. Condon and 
Pcrcfval E. Jackson refund to their cli¬ 
ents in these proceedings the sums of 
$129,343.55 and $10,500. respectively: 

Payable by Noat» Am kilt ax Lwnt A Powkb Co. 


Rcqurtteil nr paid 


Recipient Of applicant 


Uwrmor R. Condon. 

PcrdvBl R. Jaukjra.. . 

Nutter McCfctuH-n St Ffab_ 

I-oute Bruin. . 

Duran, Klinn. Corjtovc, Jef¬ 
frey A RomtII .. 

Jitfnr* I*. Mute n-m. 


Fchrulwr A 8c hr n kef__ 

John Jirjcal.. 

T). R. Acker*. 

Pvtt, Boyd A- Mor► I nil.. 

Iilark A Vrafrh ... 

William M. HriquhxuI...^ 

WUtlam t>. IVixy.. 

Ktafeobeo, Porter A Lilt...., 

Cliartef H. Sterni*.. 

Jatnr* Walker... 

rim Beaton Corp_„_ 

fcnrm* A lflll. 

P.oy >Ve«illck A Co. 

P< flock A Lrjncb 
Dally, l)tr>rr, Wligf A FMIcr' 
Kictiardf, Layton A Kinfrr... 
McDermott, Will A Emery.. 

J&tILa A Javlta..... 

Ponpcnhusen, Johnson, 

Thompamt A Raymond_ 

AViamter <\ Dick... 

Hroltrir Hitt.. 


Henry A. Ley...„.« 

Ftotte A Webster En4*l»*rrinr 

Corp. 

- win, Biohman A Bucfarum. 
Vmlll, Dana. Walkrr, Phil- 
brick A wSfebouM. 



Fee* 
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Pi tab lx by Thb Noam Amebkax Co 


It is further ordered, That the reser¬ 
vation of jurisdiction over fees and ex¬ 
penses contained in our said orders of 
February 28. 1947, and June 25. 1947, 
hereby is expressly continued except in¬ 
sofar as specifically released herein. 

By the Commission. 

(seal ] ~ Oryal Lu DtjBois. 

Secretary. 

IP. R. Doc. 60-12486; PUfd. Deo. 29. 1950; 
8:47 a m i 


(Pile No. 70-24341 

Philadelphia Co. and Duquesne Light Co. 

ORDER RELEASING JURISDICTION OVER FEES 
AND EXPENSES 

At a regular session of the Securities 
and Exchange Commission, held at its 
office in the city of Washington. D. C., on 
the 21st day of December 1950. 

Philadelphia Company (“Philadel¬ 
phia”), a registered holding company 
and a subsidiary of Standard Gas and 
Electric Company and Standard Power 
and Light Corporation, both registered 
holding companies, and Duquesne Light 
Company (“Duquesne”), a public utility 
subsidiary of Philadelphia, having filed 
a Joint application-declaration, and 


amendments thereto, pursuant to sec¬ 
tions 6. 7. 9. 10, 11 (b). 12 <c> and 12 (f) 
of the Public Utility Holding Company 
Act of 1935 Tact”) and Rules U-42, U-43 
and U-50. promulgated thereunder, re¬ 
garding the amendment of the charter 
of Duquesne; the issuance of securities 
by Duquespe. including $12,000,000 prin¬ 
cipal amount of bonds. $7,500,000 par 
value of 3% percent preferred stock 
(“Public Series”) and $27,500,000 par 
value of 4 percent preferred stock 
(“Philadelphia Scries”); the issuance of 
securities by Philadelphia; the acquisi¬ 
tion of securities by Philadelphia and 
Duquesne; the retirement of all Its then 
outstanding preferred stock by Du¬ 
quesne; and the sale by Philadelphia to 
Duquesne of all the capital stock of a 
non-utility subsidiary of Philadelphia 
(all as more fully described in Holding 
Company Act Release No. 10044), and 
the Commission by order dated August 
21,1950 having granted said application 
and permitted said declaration to be¬ 
come effective, and said order having 
reserved jurisdiction with respect to all 
fees and expenses, and the allocation 
thereof, to be paid in connection with 
such transactions; 

Appllcants-declarants having filed a 
further amendment with respect to the 
estimated fees and expenses proposed to 
be paid by Duquesne as listed below; 


Description of expense* 


Re* is tret ion foe. . ... 

Federal documentary U\x itomp*. 

Print in* rvctrtration statement. biddln* paper*. tru?t 
nut* nturrs etc. 


Pnntinr temporary toudioiHJeogniving definitive bond* 
Authentication of bond*.. 


KJruotuie coin pony for u*r of »irt> mg machine for rientn* 

temporAry bond* and definitive bonds.. 

Mortrapt necardtni few. 

Itctk-THtlon of temporary am! definitive slock certificate*. 

Issuance and rrctvtratian of tinck certificate*.. 

Rule qualification fee* and expense*. . 

Accounting fee* and expenses: Haskins A Relb. 


Heed, Smith. Shaw A McClay...... 

Modye, Rum. WftUami A Tucker........... 

Lefal expenses: 

Reed, Smith, Rtaaw A MoOay..... 

Mudpc. Firm, W'iUuxn* A Tucker....^..... 

Redemption nt fee.. 

Advert Uin* and mail inf cnett . 

Estimated film labor cost* of company. 

Telephone and trtornph toll*, traveHnf cxpenres, mis* 
cclJaiveoas and canttnrencics. 


Total. 


Allocable to— 


Bonds 


81.243 

U. 200 

17.400 

KAO 

Moo 

2.4TO 

150 


1 cm 
urn 

12, CCD 

1.000 

I, 222 
1(Q 


1.2*1 

LOOM 

13« 


7*625 


Public series 
preferred 
stock 


1777 

I. 250 

II. 0U) 


R.128 

2.300 
2. ten 
000 

6,000 

L750 

818 

in 


1,000 

LOOO 

2. 792 


14.843 


Philadelphia 
■trie* pre¬ 
ferred stock 


fl, 300 

6.000 

1,635 

600 
MPT 
l. 150 
075 
M> 

780 


1L 876 


Total 


13.019 
21.4!0 

20.000 

14,300 

6.100 

1400 
160 
S. 178 
1300 
4,000 
1800 

26,000 

4.375 

1547 

463 

L280 

1475 

1501) 

1750 


131044 


trtotvt Rosier. .... . 

m 000.00 

1715.24 

6 LA. 44 

Truttevs ot Central State* 
Elect rh Corp ..... 

Diuc Hklite Cocp~. 


002.00 

Anirrlam CllleB Power A 
I.lyhi Corp. 


227.37 

Sullivan A ( lomwrll.. 

TN* J. o. W hit* Enfbtrcrinv 
C<fP . , , . i 

I’rlcr. W nUriioun- A 

$ 00 , 0 U 0.00 

7 K 222 . 33 
7 , 50 X 00 

ton oo 

10 .teV .28 

3 , 908.35 

Roy wniUick A Co...-. 

EL 23 



Payable by lixixoi 

t» POWEB Cl 

X 

Majrw, Meytr, Aiutrian A 

337a ODD. 00 
87.500. W> 
14.892.50 
5,061-64 
13, MW 00 
Looaoo 
la c»2.« 

7,365.00 

334.779 27 

Pain, liurd A Relchmoan_ 

FhaW'Hutan, Inc.. 

- arrmt A Lundy. 

Arthur Andrnan A Co..—.... 

I>m*! A Co.. 

Prk*, Watt thoijj* A Co. 

Uarmoc Turley.. 

lW47A.te) 
L8CT7.M 
L 214.27 
44168 

j- 

331.19 


1 Including disbursements. 


It appearing that Cahill. Gordon. 
Zachry L Reindel, counsel for the suc¬ 
cessful bidders whose fees are to be paid 
by the underwriters, have requested a fee 
of $8,000 and expenses of $592.52 for 
services rendered in connection with the 
sale of the bonds, and a fee of $6,000 and 
expenses of $550, in connection with the 
sale of the Public Series preferred stock; 
and it having been stated by the appli- 
cants-declarants that the amounts 
shown above as alocable to the Philadel¬ 
phia Series preferred stock represent, in 
each instance, one-half of the total esti¬ 
mated expenses In connection with the 
Philadelphia Series preferred stock and 
that the other one-half of said estimated 
expenses, or an aggregate of $11,676, will 
be paid by Philadelphia, and that Phila¬ 


delphia will Incur other expenses esti¬ 
mated not to exceed $200. Including 
transfer taxes of $40 on the transfer of 
the capital stock of Cheswick and 
Harm&r Railroad Company; and it ap¬ 
pearing that such proposed allocations 
result in total estimated fees and ex¬ 
penses of $133,044 to be paid by 
Duquesne. and $11,876 to be paid by 
Philadelphia; and 

Statements having been filed in sup¬ 
port of the fees and expenses requested 
for the legal and accounting services, 
and the Commission having considered 
such statements and the record, as fur¬ 
ther amended, and finding that all the 
fees and expenses proposed to be paid 
herein are not unreasonable and that 
the proposed allocation thereof is ap- 
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NOTICES 


proprlate, and deeming it appropriate 
that Jurisdiction with respect therco be 
released: 

It is ordered . That the Jurisdiction 
heretofore reserved over fees and ex¬ 
penses herein be. and hereby is, released. 

By the Commission. 

Ism I Orval L. DuBois, 

Secretary . 

|P R Doc. 60-12485: Filed. Dec. 20. I960; 
8:47 a. m.J 


IFile No. 70-2516) 

Long Beach Gas Co., Inc. and Long 
Island Lighting Co. 

ORDER APPROVING PLAN 

At a regular session of the Securities 
and Exchange Commission, held at Us 
office in the city of Washington. D. C. # 
on the 26th day of December A. D. 1950. 

Long Island Lighting Company ("Long 
Island"), a registered holding company, 
and its subsidiary. Long Beach Gas Com¬ 
pany. Inc. ("Long Beach"), having 
jointly filed, pursuant to section 11 <e> 
of the Public Utility Holding Company 
Act of 1935 < 4 'act">, a plan, as amended, 
for the merger, as of June 30. 1950. of 
Long Beach into Long Island in the fol¬ 
lowing manner: 

Long Beach had outstanding, on Sep¬ 
tember 30. 1950. the following securities 
and open account payable: 


First mortgage 6 percent bonds 

due 1950_ $692, 400 

Open account payable___1,214,228 

Preferred stock, 7 percent, 3.225 

shares____„ 322. 500 

Common stock. 1,000 shares...... 100,000 


All the above, except the first mort¬ 
gage bonds, are held by Long Island. 
Long Lsiand will assume the first mort¬ 
gage bonds. The open account, pre¬ 
ferred stock, and common stock will be 
cancelled. 

Such plan, as amended, having been 
duly filed, and notice of said filing hav¬ 
ing been duly given, and the Commission 
not having received a request for hearing 
with respect to said plan, as amended, 
within the period specified in said notice, 
or otherwise, and not having ordered a 
hearing thereon; and 

The Commission finding that the plan, 
as amended, is necessary to effectuate 
the provisions of section 11 (b> of the 
act and is fair and equitable to the per¬ 
sons affected by it. and deeming It ap¬ 
propriate to grant a request of appli¬ 
cants that the plan may be consummated 
forthwith: 

It is hereby ordered , Pursuant to sec¬ 
tion 11 ( 0 ) of the act. and subject to the 
terms and conditions prescribed in Rule 
U-24. that (1) the plan, as amended, be, 
and the same hereby is, approved, and 
<2) the plan, as amended, may be con¬ 
summated forthwith. 

By the Commission. 

Iseal 1 Orval L. DuBois. 

Secretary. 

IF. R Doc. 50-12484; Filed. Dec. 29. 1950; 

8:47 a. m.J 


E. P. Hickev 

ORDER FOR PROCEEDINGS AND NOTICE OF 
HEARING 

At a regular session of the Securities 
and Exchange Commission held at its 
office in the city of Washington. D. C. # 
on the 22d day of December 1950. 

In the matter of E. P. Hickey, % Young 
Men's Christian Association, Oklahoma 
City. Okla. 

I. The Commission's public official files 
disclose that E. F. Hickey, hereinafter 
referred to as registrant, is registered as 
a broker-dealer pursuant to section 15 
<b) of the Securities Exchange Act of 
1934. 

II. The Records Officer of the Commis¬ 
sion has filed with the Commission a 
statement, a copy of which is attached 
hereto and made a part hereof, 1 stating 
that registrant did not file with the Com¬ 
mission reports of his financial condition 
during the calendar years 1943. 1944, 
1945. 1946. 1947, 1948. or 1949 as required 
by section 17 (a) of the Securities Ex¬ 
change Act of 1934 and Rule X-17A-5 
adopted thereunder. 

III. The information reported to the 
Commission by Its Records Officer as set 
forth in paragraph n hereof tends, if 
true to show that registrant violated 
section 17 ra> of the Securities Exchange 
Act of 1934 and Rule X-17A-5 adopted 
under said section. 

IV. The Commission, having consid¬ 
ered the aforesaid information, deems it 
necessary and appropriate in the public 
interest and for the protection of in¬ 
vestors that proceedings be instituted to 
determine: 

(a) Whether the statements set forth 
in paragraph II hereof are true; 

(b) Whether registrant has wilfully 
violated section 17 (a> of the Securities 
Exchange Act of 1934 and Rule X-17A-5 
adopted under said section; 

(c> Whether, pursuant to section 15 
<b> of the Securities Exchange Act of 
1934, it is in the public interest to revoke 
registration of registrant; and 

<d> Whether, pursuant to section 15 
<b> of the Securities Exchange Act of 
1934, pending final determination, it is 
necessary or appropriate in the public 
interest or for the protection of inves¬ 
tors to suspend the registration of 
registrant. 

V. It is ordered. That registrant be 
given an opportunity for hearing as set 
forth in paragraph IV hereof on the 29th 
day of January 1951, at the main office 
of the Securities and Exchange Commis¬ 
sion. located at 425 Second Street NW„ 
Washington 25. D. C.. before a Hearing 
Examiner to be designated by the Com¬ 
mission. On such date the Hearing 
Room Clerk In Room 101. North Building, 
will advise the parties and the Hearing 
Examiner as to the room in which such 
hearing will be held. The Commission 
will consider any motion with respect to 
a change of place of said hearing if said 
motion is filed with the Secretary of the 
Commission on or before January 22d, 
1951. Upon completion of any such 
hearing in this matter the Hearing Ex¬ 


* Filed as part ol the original document. 


aminer shall prepare a recommended de¬ 
cision pursuant to Rule IX of the Rules 
of Practice unless such decision Is 
waived. 

It is further ordered , That in the event 
registrant does not appear personally or 
through a representative at the time and 
place herein set or as otherwise ordered, 
the Hearing Room Clerk shall file with 
the Records Officer of the Commission i 
written statement to that effect and 
thereupon the Commission will take the 
record under advisement for decision. 

This order and notice shall be served 
on registrant personally or by registered 
mall forthwith, and published in the Fed¬ 
eral Register not later than fifteen (15) 
days prior to January 29th, 1951. 

In the absence of an appropriate w*alv- 
er. no officer or employee of the Commis¬ 
sion engaged in the performance of in¬ 
vestigative or prosecuting functions in 
this or any factually related proceeding 
will be permitted to participate or advise 
in the decision upon the matter except as 
witness or counsel in proceedings held 
pursuant to notice. Since this proceed¬ 
ing is not ''rule making" within the 
meaning of section 4 (c> of the Adminis¬ 
trative Procedure Act. it is not deemed 
to be subject to the provisions of the 
section delaying the effective date of 
any final Commission action. 

By the Commission. 

(seal) Orval L. DuBois, 

Secretary . 

IF. R Doc. £0-12487; Filed. Dec. 29, 1950; 

8:47 a. m | 


Bob Higgins 

ORDER FOR PROCEEDINGS AND NOTICE OF 
HEARING 

At a regular session of the Securities 
and Exchange Commission held at its 
office in the city of Washington. D. C.. on 
the 22d day of December 1950. 

In the matter of Bob Higgins, Box 11. 
Wellston, Oklahoma. 

I. The Commission’s public official 
files disclose that Bob Higgins, herein¬ 
after referred to as registrant, is regis¬ 
tered as a broker-dealer pursuant to sec¬ 
tion 15 <b> of the Securities Exchange 
Act of 1934. 

II. The Records Officer of the Com¬ 
mission has filed with the Commission a 
statement, a copy of which Is attached 
hereto and made a part hereof. 1 statins 
that registrant did not file with the Com¬ 
mission reports of his financial condi¬ 
tion during the calendar years 1943, 1944. 
1945, 1948, 1947, 1948 or 1949 as required 
by section 17 <a> of the Securities Ex¬ 
change Act of 1934 and Rule X-17A-5 
adopted thereunder. 

HI. The information reported to the 
Commission by its Records Officer as set 
forth in paragraph II hereof tends, if 
true, to show that registrant violated 
section 17 (a) of the Securities Exchange 
Act of 1934 and Rule X-17A-5 adopted 
under said section. 

IV. The Commission, having consid¬ 
ered the aforesaid information, deems it 
necessary and appropriate In the public 
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Interest and for the protection of inves¬ 
tors that proceedings be instituted to 
determine: 

<a> Whether the statements set forth 
in paragraph n hereof arc true; 

(b) Whether registrant has wilfully 
violated section 17 (a) of the Securities 
Exchange Act of 1934 and Rule X-17A-5 
adopted under said section; 

<c> Whether, pursuant to section 15 
(b) of the Securities Exchange Act of 
1934. it is in the public interest to revoke 
registration of registrant: and 

Cd) Whether, pursuant to section 15 
<b> of the Securities Exchange Act of 
1934. pending final determination, it is 
necessary or appropriate In the public 
interest or for the protection of in¬ 
vestors to suspend the registration of 
registrant. 

V. It is ordered . That registrant be 
given an opportunity for hearing as set 
forth in paragraph IV hereof on the 
29th day Of January 1951. at the main 
office of the Securities and Exchange 
Commission, located at 425 Second 
Street NW., Washington 25. D. C.. be¬ 
fore a Hearing Examiner to be desig¬ 
nated by the Commission. On such date 
the Hearing Room Clerk in Room 101, 
North Building, will advise the parties 
and the Hearing Examiner as to the 
room in which such hearing will be held. 
The Commission will consider any mo¬ 
tion with respect to a change of place of 
said hearing if said motion is filed with 
the Secretary of the Commission on or 
before January 22d, 1951. Upon com¬ 
pletion of any such hearing in this mat¬ 
ter the Hearing Examiner shall prepare 
a recommended decision pursuant to 
Rule DC of the rules of practice unless 
such decision is waived. • 

It Is further ordered. That in the event 
registrant does not appear personally or 
through a representative at the time 
and place herein set or as otherwise 
ordered, the Hearing Room Clerk shall 
file with the Records Officer of the Com¬ 
mission a written statement to that 
effect and thereupon the Commission 
will take the record under advisement 
for decision. 

This order and notice shall be served 
on registrant personally or by registered 
mail forthwith, and published in the 
Federal Register not later than fifteen 
(15) days prior to January 29th, 1951, 
In the absence of an appropriate 
waiver, no officer or employee of the 
Commission engaged in the performance 
of investigative or prosecuting functions 
in this or any factually related proceed¬ 
ing will be permitted to participate or 
advise in the decision upon the matter 
except as witness or counsel In proceed¬ 
ings held pursuant to notice. Since 
this proceeding is not “rule making'* 
within the meaning of section 4 (c) of 
the Administrative Procedure Act, it is 
not deemed to be subject to the provi¬ 
sions of the section delaying the effective 
date of any final Commission action. 

By the Commission. 

(seal! Orval L. DuBois, 

Secretary. 

IF. R. Doc. 60-12488; Filed, Dec 29. I960; 

8:47 ft. m.J 


Frederick H. Savage 

ORDER FOR PROCEEDINGS AND NOTICE OF 
HEARING 

At a regular session of the Securities 
and Exchange Commission held at Its 
office in the city of Washington. D. C. t 
on the 22d day of December 1950. 

In the matter of Frederick H. Savage, 
730 Fifth Avenue, New York City. 

I. The Commission’s public official files 
disclose that Frederick H. Savage, here¬ 
inafter referred to as registrant, is regis¬ 
tered as a broker-dealer pursuant to 
section 15 (bi of the Securities Exchange 
Act of 1934. 

II. The Records Officer of the Com¬ 
mission has filed with the Commission a 
statement, a copy of which Is attached 
hereto and made a part hereof.' stating 
that registrant did not file with the Com¬ 
mission reports of his financial condition 
during the calendar years 1943. 1944. 
1945.1946.1947. 1948, or 1S49 as required 
by section 17 <a) of the Securities Ex¬ 
change Act of 1934 and Rule X-17A-5 
adopted thereunder. 

HI. The information reported to the 
Commission by its Records Officer as set 
forth in paragraph n hereof tends, if 
true, to show that registrant violated 
section 17 (a) of the Securities Exchange 
Act of 1934 and Rule X-17A-5 adopted 
under said section. 

IV. The Commission, having consid¬ 
ered the aforesaid information, deems it 
necessary and appropriate in the public 
interest and for the protection of inves¬ 
tors that proceedings be instituted to 
determine: 

(a) Whether the statements set forth 
ir paragraph II hereof arc true: 

<b> Whether registrant has wilfully 
violated section 17 <a) of the Securities 
Exchange Act of 1934 and Rule X-17A-5 
adopted under said section; 

(c) Whether, pursuant to section 15 
<b) of the Securities Exchange Act of 
1934. it is in the public Interest to re¬ 
voke registration of registrant; and 

(d) Whether, pursuant to section 15 
(b) of the Securities Exchange Act of 
1934, pending final determination, it Is 
necessary or appropriate in the publio 
interest or for the protection of investors 
to suspend the registration of registrant 

V. It is ordered , That registrant be 
given an opportunity for hearing as set 
forth in Paragraph IV hereof on the 
29th day of January 1951 at the main of¬ 
fice of the Securities and Exchange Com¬ 
mission, located at 425 Second Street 
NW., Washington 25. D. C.. before a 
Hearing Examiner to be designated by 
the Commission. On such date the 
Hearing Room Clerk in Room 101, North 
Building, will advise the parties and the 
Hearing Examiner as to the room in 
which such hearing will be held. The 
Commission will consider any motion 
with respect to a change of place of said 
hearing if said motion is filed with the 
Secretary of the Commission on or be¬ 
fore January 22d, 1951. Upon comple¬ 
tion of any such hearing in this matter 
the Hearing Examiner shall prepare a 
recommended decision pursuant to Rule 
IX of the rules of practice unless such 
decision is waived. 


1 Filed as part of tbo original document. 


It is further ordered, That In the 
event registrant does not appear person¬ 
ally or through a representative at the 
time and place herein set or as other¬ 
wise ordered, the Hearing Room Clerk 
shall file with the Records Officer of the 
Commission a written statement to that 
effect and thereupon the Commission 
will take the record under advisement 
for decision. 

This order and notice shall be served 
on registrant personally or by registered 
mail forthwith, and published In the 
Federal Register not later than fifteen • 
< 15> days prior to January 29th, 1951. 

In the absence of an appropriate 
waiver, no officer or employee of the 
Commission engaged in the performance 
of investigative or prosecuting functions 
in this or any factually related proceed¬ 
ing will be permitted to participate or 
advise in the decision upon the matter 
except os witness or counsel in proceed¬ 
ings held pursuant to notice. Since 
this proceeding is not •’rule making” 
within the meaning of section 4 <c> of 
the Administrative Procedure Act. it is 
not deemed to be subject to the pro¬ 
visions of the section delaying the ef¬ 
fective date of any final Commission 
action. 

By the Commission. 

(seal! Orval L. Dubois, 

Secretary . 

(F, R. Doc. 50-12489. Filed, Dec. 29. 1050; 

8:47 a. m.| 


Orville Lymon Likens 

ORDER FOR PROCEEDINGS AND NOTICE OF 
HEARING 

At a regular session of the Securities 
and Exchange Commission held at its 
office in the city of Washington, D. C.. on 
the 22d day of December 1950. 

In the matter of Orville Lymon Likens, 
706 NW 29th Street. Oklahoma City, 
Oklahoma. 

I. The Ctynmission’s public official files 
disclose that Orville Lymon Likens, here¬ 
inafter referred to as registrant, is reg¬ 
istered as a broker-dealer pursuant to 
section 15 <b> of the Securities Exchange 
Act of 1934. 

II. The Records Officer of the Com¬ 
mission has filed with the Commission a 
statement, a copy of which is attached 
hereto and made a part hereof,' stating 
that registrant did not file with the Com¬ 
mission reports of his financial condi¬ 
tion during the calendar years 1943.1944, 
1945. 1946, 1947, 1948 or 1949 as required 
by section 17 (a) of the Securities Ex¬ 
change Act of 1934 and Rule X-17A-5 
adopted thereunder. 

III. The information reported to the 
Commission by its Records Officer as set 
forth in Paragraph II hereof tends, if 
true, to show that registrant violated 
section 17 (a) of the Securities Exchange 
Act of 1934 and Rule X-17A-5 adopted 
under said section. 

IV. The Commission, having consid¬ 
ered the aforesaid information, deems it 
necessary and appropriate in the public 
interest and for the protection of inves- 
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tors that proceedings be Instituted to 
determine: 

(a) Whether the statements set forth 
in paragraph II hereof are true; 

<b> Whether registrant has wilfully 
violated section 17 <ci) of the Securities 
Exchange Act of 1934 and Rule X-17A-5 
adopted under said section; 

fc» Whether, pursuant to section 15 
<b> of the Securities Exchange Act of 
1934. it is in the public interest to re¬ 
voke registration of registrant; and 
~ id> Whether, pursuant to section 15 
*(b> of the Securities Exchange Act of 
1934, pending final determination, it is 
necessary or appropriate in the public 
Interest or for the protection of Investors 
to suspend the registration of registrant. 

V. It is ordered, That registrant be 
given an opportunity tor hearing as set 
forth in paragraph IV hereof on the 29th 
day of January 1951 at the mam office of 
the Securities and Exchange Commis¬ 
sion. located at 425 Second Street NW., 
Washington 25. D. C.. before a Hearing 
Examiner to be designated by the Com¬ 
mission On such date the Hearing 
Room Clerk in Room 101. North Build¬ 
ing. will advise the parties and the Hear¬ 
ing Examiner as to the room in which 
such hearing will be held. The Commis¬ 
sion will consider any motion with re¬ 
spect to a change of place of said hearing 
If said motion is filed with the Secretary 
of the Commission on or before January 
22, 1951. Upon completion of any such 
^ hearing in this matter the Hearing Ex¬ 
aminer shall prepare a recommended de¬ 
cision pursuant to Rule IX of the Rules 
of Practice unless such decision is 
waived. 

It is further ordered. That in the event 
registrant does not appear personally or 
through a representative at the time and 
place herein set or as otherwise ordered, 
the Hearing Room Clerk shall file with 
the Records Offiter of the Commission a 
written statement to that effect and 
thereupon the Commission will take the 
record under advisement for decision. 

This order and notice shall be served 
on registrant personally or by registered 
mall forthwith, and published in the 
Federal Register not later than fifteen 
(15) days prior to January 29th. 1951. 

In the absence of an appropriate 
waiver, no officer or employee of the 
Commission engaged in the performance 
of investigative or prosecuting functions 
in this or any factually related proceed¬ 
ing will be permitted to participate or 
advise in the decision upon the matter 
except as witness or counsel In proceed¬ 
ings held pursuant to notice. Since this 
proceeding Is not ’’rule making** within 
the meaning of section 4 <c> of the Ad¬ 
ministrative Procedure Act, it is not 
deemed to be subject to the provisions 
of the section delaying the effective date 
of any final Commission action. 

By the Commission. 

I seal] Orval L. DuBois, 

Secretary . 

[F R. Doc. 50-12<<>n; Filed, Dec. 29 . 1950; 

6:48 a. m.J 


NOTICES 

John Tallton Walker 

ORDER FOR PROCEEDINGS AND NOTICE OF 
HEARING 

At a regular session of the Securities 
and Exchange Commission held at its 
office in the city of Washington. D. C., 
on the 22d day of December 1950. 

In the matter of John Tallton Walker, 
Washington-Youree Hotel. Shreveport, 
Louisiana. 

I. The Commission's public official 
files disclose that John Tallton Walker, 
hereinafter referred to as registrant, is 
registered as a broker-dealer pursuant 
to section 15 <b> of the Securities Ex¬ 
change Act of 1934. 

II. The Records Officer of the Com¬ 
mission has filed with the Commission 
a statement, a copy of which is attached 
hereto and made a part hereof,* stating 
that registrant did not file with the 
Commission reports of his financial con¬ 
dition during the calendar years 1943. 
1944. 1945. 1946. 1947, 1948 or 1949 as 
required by section 17 <a> of the Securi¬ 
ties Exchange Act of 1934 and Rule 
X-17A-5 adopted thereunder. 

in. The Information reported to the 
Commission by its Records Officer as set 
forth in paragraph n hereof tends, if 
true, to show that registrant violated 
section 17 ^a) of the Securities Exchange 
Act of 1934 and Rule X-17A-5 adopted 
under said section. 

IV. The Commission, having con¬ 
sidered the aforesaid Information, deems 
it necessary and appropriate in the pub¬ 
lic interest and for the protection of 
investors that proceedings be instituted 
to determine: 

(a) Whether the statements set forth 
in paragraph II hereof are true; 

<b) Whether registrant has wilfully 
violated section 17 <a> of the Securities 
Exchange Act of 1934 and Rule X-17A-5 
adopted under said section: 

<c) Whether, pursuant to section 15 
<b> of the Securities Exchange Act of 
1934. it is in the public interest to revoke 
registration of registrant: and 

(d) Whether, pursuant to section 15 
(b> of the Securities Exchange Act of 
1934, pending final determination, it is 
necessary or appropriate in the public 
interest or for the protection of investors 
to suspend the registration of registrant. 

V. It is ordered , That registrant be 
given an opportunity for hearing as set 
forth in paragraph IV hereof on the 29th 
day of January 1951 at the main office 
of the Securities and Exchange Commis¬ 
sion. located at 425 Second Street NW., 
Washington 25. D. C.. before a Hearing 
Examiner to be designated by the Com¬ 
mission. On such date the Hearing Room 
Clerk in Room 101. North Building, will 
advise the parties and the Hearing Ex¬ 
aminer as to the room in which such 
hearing will be held. The Commission 
will consider any motion with respect 
to a change of place of said hearing if 
said motion is filed with the Secretary 
of the Commission on or before January 
22d, 1951. Upon completion of any 
such hearing in this matter the Hearing 
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Examiner shall prepare a recommended 
decision pursuant to Rule IX of the 
rules of practice unless such decision is 
waived. 

It is further ordered, That in the 
event registrant does not appear per¬ 
sonally or through a representative at 
the time and place herein set or as 
otherwise ordered, the Hearing Room 
Clerk shall file with the Records Officer 
of the Commission a written statement 
to that effect and thereupon the Com¬ 
mission will take the record under ad¬ 
visement for decision. 

This order and notice shall be served 
on -registrant personally or by registered 
mail forthwith, and published in the 
Federal Register not later than fifteen 
(15) days prior to January 29th, 1951. 

In the absence of an appropriate 
waiver, no officer or employee of the 
Commission engaged in the performance 
of investigative or prosecuting functions 
In this or any factually related proceed¬ 
ing will be permitted to participate or 
advise in the decision upon the matter 
except as witness or counsel in proceed¬ 
ings held pursuant to notice. Since this 
proceeding is not ' rule making** within 
the meaning of section 4 <c) of the Ad¬ 
ministrative Procedure Act, it is not 
deemed to be subject to the provisions 
of the section delaying the effective date 
of any final Commission action. 

By the Commission. 

(seal) Orval L. DuBois. 

Secretary. 

(P. R Doc. 50-12491; Filed. Dec. 29. 1950; 

8:48 a. m.J 


Louis R. Soresi 

ORDER FOR PROCEEDINGS AND NOTICE OF 

hearing 

At a regular session of the Securities 
and Exchange Commission held at its 
office in the city of Washington, D. C., on 
the 22nd day of December 1950. 

In the matter of Louis R. Soresi, 308 
West 48th Street. New York City. 

I. The Commission** public official files 
disclose that Louis R. Soresi, hereinafter 
referred to as registrant, is registered as 
a broker-dealer pursuant to section 15 
(b> of the Securities Exchange Act of 
1934. 

II. The Records Officer of the Com¬ 
mission has filed with the Commission a 
statement, a copy of which is attached 
hereto and made a part hereof. 1 statir « 
that registrant did not file with the Com¬ 
mission reports of his financial condition 
during the calendar years 1943, 1S44, 
1945, 1945, 1947, 1948 or 1949 as required 
by section 17 (a) of the Securities Ex¬ 
change Act of 1934 and Rule X-17A-3 
adopted thereunder. 

III. The information reported to the 
Commission by its Records Officer as set 
forth in paragraph II hereof tends, if 
true, to show that registrant violated sec¬ 
tion 17 <a) of the Securities Exchange 
Act of 1934 and Rule X-17A-5 adopted 
under said section. 
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TV. The Commission, having consid¬ 
ered the aforesaid information, deems 
it necessary and appropriate in the pub¬ 
lic interest and for the protection of in¬ 
vestors that proceedings be instituted to 
determine: 

(a> Whether the statements set forth 
in paragraph n hereof are true; 

<b) Whether registrant has wilfully 
violated section 17 <a> of the Securities 
Exchange Act of 1934 and Rule X-17A-5 
adopted under said section: 

<c) Whether, pursuant to section 15 
<b> of the Securities Exchange Act of 
1934, it U in the public interest to revoke 
registration of registrant; and 

id) Whether, pursuant to section 15 
(b) of the Securities Exchange Act of 
1934. pending final determination, it is 
necessary or appropriate in the public 
interest or for the protection of investors 
to suspend the registration of registrant. 

V. It is ordered, That registrant be 
given an opportunity for hearing as set 
forth in paragraph IV hereof on the 29th 
day of January 1951 at the main office 
of the Securities and Exchange Commis¬ 
sion, located at 425 Second Street NW., 
Washington 25. D. C.. before a Hearing 
Examiner to be designated by the Com¬ 
mission. On such date the Hearing 
Room Clerk in Room 101. North Build¬ 
ing, will advise the parties and the Hear¬ 
ing Examiner as to the room in which 
such hearing will be held. The Com¬ 
mission will consider any motion with 
respect to a change of place of said hear¬ 
ing if said motion is filed with the Secre¬ 
tary of the Commission on or before 
January 22d, 1951. Upon completion of 
any such hearing in this matter the 
Hearing Examiner shall prepare a rec¬ 
ommended decision pursuant to Rule 
IX of the Rules of Practice unless such 
decision is waived. 

It is further ordered. That in the event 
registrant does not appear personally or 
through a representative at the time and 
place herein set or as otherwise ordered, 
the Hearing Room Clerk shall file with 
the Records Officer of the Commission a 
written statement to that effect and 
thereupon the Commission will take the 
record under advisement for decision. 

ThU order and notice shall be served 
on registrant personally or by registered 
mail forthwith, and published in the 
Federal Register not later than fifteen 
<15) days prior to January 29th, 1951. 

In the absence of an appropriate wai¬ 
ver, no officer or employee of the Com¬ 
mission engaged in the performance of 
investigative or prosecuting functions 
In this or any factually related proceed¬ 
ing will bo permitted to participate or 
advise in the decision upon the matter 
except as witness or counsel In proceed¬ 
ings held pursuant to notice. Since this 
proceeding Is not “rule making” within 
the meaning of section 4 <c) of the Ad¬ 
ministrative Procedure Act. it is not 
deemed to be subject to the provisions 
of the section delaying the effective date 
of any final Commission action. 

By the Commission. 

[seal] Orval L. DuBois, 

Secretary. 

IF. R. Doc. 60-12492; Fllod. Dec. 29. I960; 

8:48 ft. m.J 
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Glen B. Young 

ORDER FOR PROCEEDINGS AND NOTICE OP 

hearing 

At a regular session of the Securities 
and Exchange Commission held at its 
office in the city of Washington. D. C. t 
on the 22d day of December 1950. 

In the matter of Glen B. Young, Olpe, 
Kansas. 

I. The Commission’s public official 
files disclose that Glen B. Young, here¬ 
inafter referred to as registrant, is regis¬ 
tered as a broker-dealer pursuant to 
section 15 <b) of the Securities Exchange 
Act of 1934. 

n. The Records Officer of the Commis¬ 
sion has filed with the Commission a 
statement, a copy of which is attached 
hereto and made a part hereof, 1 stating 
that registrant old not file with the 
Commission reports of his financial con¬ 
dition during the calendar years 1943, 
1944, 1945, 1948. 1947, 1948 or 1049 as 
required by section 17 (a) of the Secur¬ 
ities Exchange Act of 1934 and Rule X- 
17A-5 adopted thereunder. 

III. The information reported to the 
Commission by its Records Officer as set 
forth in paragraph II hereof tends, if 
true, to show that registrant violated 
section 17 ia> of the Securities Exchange 
Act of 1934 and Rule X-17A-5 adopted 
under said section. 

IV. The Commission, having consid¬ 
ered the aforesaid information, deems it 
necessary and appropriate in the public 
interest and for the protection of inves¬ 
tors that proceedings be instituted to 
determine: 

<a> Whether the statements set forth 
in paragraph II hereof are true; 

<b) Whether registrant has wilfully 
violated section 17 (a) of the Securities 
Exchange Act of 1934 and Rule X-17A-5 
adopted under said section; 

<c> Whether, pursuant to section 15 
<b) of the Securities Exchange Act of 
1934. it is in the public interest to revoke 
registration of registrant; and 

<d> Whether, pursuant to section 15 
<b) of the Securities Exchange Act of 
1934, pending final determination, it Is 
necessary or appropriate in the public 
interest or for the protection of investors 
to suspend the registration of registrant. 

V. It is ordered. That registrant be 
given an opportunity for hearing as set 
forth in paragraph IV hereof on the 29lh 
day of January, 1951 at the main office of 
the Securities and Exchange Commis¬ 
sion, located at 425 Second Street NW. # 
Washington 25. D. C., before a Hearing 
Examiner to be designated by the Com¬ 
mission. On such date the Hearing 
Room Clerk in Room 101, North Building, 
will advise the parties and the Hearing 
Examiner as to the room In which such 
hearing will be held. The Commission 
will consider any motion with respect to 
a change of place of said hearing if said 
motion Is filed with the Secretary of the 
Commission on or before January 22d, 
1951. Upon completion of any such 
hearing in this matter the Hearing Ex¬ 
aminer shall prepare a recommended 
decision pursuant to Rule IX of the rules 
of practice unless such decision is waived. 

It is further ordered , That in the event 
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registrant does not appear personally or 
through a representative at the time and 
place herein set or as otherwise ordered, 
the Hearing Room Clerk shall file with 
the Records Officer of the Commission a 
written statement to that effect and 
thereupon the Commission will take the 
record under advisement for decision. 

This order and notice shall be served 
on registrant personally or by registered 
mall forthwith, and published in the Fed¬ 
eral Register not later than fifteen (15) 
days prior to January 29th, 1951. 

In the absence of an appropriate 
waiver, no officer or employee of the 
Commission engaged in the performance 
of investigative or prosecuting functions 
In this or any factually related proceed¬ 
ing will be permitted to participate or 
advise in the decision upon the matter 
except as witness or counsel In proceed¬ 
ings held pursuant to notice. Since this 
proceeding is not “rule making” within 
the meaning of section 4 <c) of the Ad¬ 
ministrative Procedure Act, it is not 
deemed to be subject to the provisions 
of the section delaying the effective date 
of any final Commission action. 

By the Commission. 

(seal) Orval L. DuBois. 

Secretary . 

|F. R. Doc. 60-12493: Flted, Dec. 29. 1950; 

8:48 a. m.| 


Willi art Herbert West 

• ORDER FOR PROCEEDINGS AND NOTICE OF 
HEARING * 

At a regular session of the Securities 
and Exchange Commission held at its 
office in the city of Washington. D. C. # 
on the 22d day of December 1950. 

In the matter of William Herbert West. 
Valley Falls. Kansas. 

L The Commission's public official files 
disclose that William Herbert West, 
hereinafter referred to as registrant, is 
registered as a broker-dealer pursuant to 
section 15 <b) of the Securities Exchange 
Act of 1934. 

n. The Records Officer of the Com¬ 
mission has filed with the Commission a 
statement, a copy of which is attached 
hereto and made a part hereof. 1 stating 
that registrant did not file with the Com¬ 
mission reports of his financial condition 
during the calendar years 1943, 1944, 
1945,1948. 1947, 1948, or 1949 as required 
by section 17 (a) of the Securities Ex¬ 
change Act of 1934 and Rule X-17A-5 
adopted thereunder. 

III. The Information reported to the 
Commission by Its Records Officer as set 
forth In paragraph n hereof tends, if 
true, to show that registrant violated 
section 17 <a) of the Securities Exchange 
Act of 1934 and Rule X-17A-5 adopted 
under said section. 

IV. The Commission, having consid¬ 
ered the aforesaid information, deems it 
necessary and appropriate in the public 
interest and for the protection of i- 
vestors that proceedings be instituted to 
determine: 

<a> Whether the statements set forth 
in paragraph II hereof are true; 

<b> Whether registrant has wilfully 
violated section 17 <a> of the Securities 
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Exchange Act of 1934 and Rule X-17A-5 
adopted under said section; 

(c) Whether, pursuant to section 15 
(b) of the Securities Exchange Act of 
1934. it is in the public interest to re¬ 
voke registration of registrant; and 

<d> Whether, pursuant to section 15 
<b> of the Securities Exchange Act of 
1934. pending final determination, it is 
necessary or appropriate in the publio 
interest or for the protection of in¬ 
vestors to suspend the registration of 
registrant. 

V. It is ordered. That registrant be 
given an opportunity for hearing as set 
forth in paragraph IV hereof on the 
29th day of January 1951, at the main 
office of the Securities and Exchange 
Commission, located at 425 2d Street 
NW.. Washington 25, D. C.. before a 
Hearing Examiner to be designated by 
the Commission. On such date the 
Hearing Room Clerk in Room 101. North 
Building, will advise the parties and the 
Hearing Examiner as to the room in 
which such hearing will be held. The 
Commission will consider any motion 
with respect to a change of place of said 
hearing if said motion is filed with the 
Secretary of the Commission on or be¬ 
fore January 22. 1951. Upon comple¬ 
tion of any such hearing in this matter 
the Hearing Examiner shall prepare a 
recommended decision pursuant to Rule 
IX of the rules of practice unless such 
decision is waived. 

It is further ordered. That in the event 
registrant does not aracar personally or 
through a representative at the time 
and place herein set or as otherwise or¬ 
dered. the Hearing Room Clerk shall file 
Jrith the Records Officer of the Com¬ 
mission a written statement to that ef¬ 
fect and thereupon the Commission will 
take the record under advisement for 
decision. 

This order and notice shall be served 
on registrant personally or by registered 
mail forthwith, and published in the 
Federal Register not later than fifteen 
(15) days prior to January 29, 1951, 

In the absence of an appropriate 
waiver, no officer or employee of the 
Commission engaged in the performance 
of Investigative or prosecuting functions 
in this or any factually related proceed¬ 
ing will be permitted to participate or 
advise in the decision upon the matter 
except as witness or counsel in proceed¬ 
ings held pursuant to notice. Since this 
proceeding is not "rule making" within 
the meaning of section 4 (c) of the Ad¬ 
ministrative Procedure Act. it is not 
deemed to be subject to the provisions 
of the section delaying the effective date 
of any final Commission action. 

By the Commission. 

1 SEAL J ORVAL L. DOBOXS, 

Secretary. 

IP. R. Doc. 50-12404: Filed. Dec. 29. 1950; 

8:48 a. m J 


SELECTIVE SERVICE SYSTEM 

Order Fixing Dates for Special 
Registration 

By virtue of the authority vested in 
me by paragraph number 4 of Procla¬ 
mation No. 2906 issued by the President 
on October 6. 1950 (15 F. R. 6847), and 


in furtherance of the purposes of that 
proclamation which provided for the 
special registration of male persons in 
certain medical, dental, and veterinary 
categories and of Proclamation No. 2915' 
of December 27. 1950. which exempted 
from such registration at this time cer¬ 
tain aliens and certain members of the 
armed forces, I. Lewis B. Hershey, Di¬ 
rector of Selective Service, hereby fix 
Monday, the 15th day of January. 1951, 
between the hours of 8 a. m. and 5 p. m. 
for the special registration in the several 
States of the United States, the District 
of Columbia, the Territories of Alaska 
and Hawaii. Puerto Rico and the Virgin 
Islands of the following persons: 

Every male person, other than persons 
exempted by Proclamation No. 2915 of 
December 27. 1950, who has not already 
registered under Proclamation No. 2906 
of October 6.1950, and who. on the 15th 
day of January. 1951, (1) shall have re¬ 
ceived from a school, college, university, 
or similar Institution of learning, one or 
more of the degrees of bachelor of medi¬ 
cine. doctor of medicine, doctor of dental 
surgery, doctor of dental medicine, doc¬ 
tor of veterinary surgery, and doctor of 
veterinary medicine, <2> is within any of 
the several States of the United States, 
the District of Columbia, the Territory 
of Alaska, the Territory of Hawaii. 
Puerto Rico, or the Virgin Islands, (3) 
is not a member of any reserve com¬ 
ponent of the armed forces of the United 
States, and (4) shall not have attained 
the fiftieth anniversary of the day of 
his birth. 

Proclamation No. 2915 of December 27, 
1950. exempts from special registration 
until otherwise directed by the President 
by proclamation <1) commissioned offi¬ 
cers. warrant officers, pay clerks, en¬ 
listed men, and aviation cadets of the 
Regular Army, the Navy, the Air Force, 
the Marine Corps, the Coast Guard, the 
Coast and Geodetic Survey, and the Pub¬ 
lic Health Service, and (2) aliens who 
are residing In the United States and 
have not declared their intention of be¬ 
coming citizens of the United States and 
who ore also in one of the following 
categories: <a) alien students admitted 
under subdivision <c) of section 4 of the 
Immigration Act approved May 26.1924. 
as amended, (b) aliens recognized as dip¬ 
lomatic. consular, military or civilian 
officials or employees of a foreign govern¬ 
ment and members of their families, (c) 
aliens w r ho are officials or employees of 
a public international organization rec¬ 
ognized under the International Organ¬ 
izations Immunities Act. approved De¬ 
cember 29.1945 <59 Stat. 669). and mem¬ 
bers of their families, (d) aliens w T bo 
have entered the United States and re¬ 
main therein pursuant to the provisions 
of section 11 of the Agreement between 
the United Nations and the United States 
of America regarding the Headquarters 
of the United Nations, as approved in 
Public Law 357, 80th Congress <61 Stat. 
756), (e> aliens who are nationals of a 
country with w'hich there is in effect a 
treaty or international agreement ex¬ 
empting its nationals from military serv¬ 
ice W'hile they are within the United 
States, or (f) other aliens whose admis- 
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sion to the United States is for a tem¬ 
porary stay only. 

Each person referred to above who is 
eligible for registration under this order 
is required to and shall on Monday, the 
15th day of January, 1951, between the 
hours of 8 a. m. and 5 p. m. present him¬ 
self for and submit to registration before 
a duly designated registration official or 
selective service local board having Ju¬ 
risdiction in the area In which he has his 
permanent home or in which he may 
happen to be on that day. 

Persons otherwise eligible for registra¬ 
tion under this order but who receive any 
of the degrees above referred to after 
January 15. 1951. shall be registered on 
the day they receive any such degree, or 
within five days thereafter. 

Persons otherwise eligible for registra¬ 
tion under this order but who enter any 
of the several States of the United States, 
the District of Columbia, the Territory 
of Alaska, the Territory of Hawaii. Puer¬ 
to Rico, or the Virgin Islands after Jan¬ 
uary 15. 1951. shall be registered on the 
day of such entrance, or within five days 
thereafter, 

A person subject to registration under 
this order who, because of circumstances 
beyond his control, is unable to present 
himself for and submit to registration 
during the hours of the day or any of the 
days fixed for registration shall do so as 
soon as possible after the cause for sueh 
inability ceases to exist. 

Every person subject to registration 
under this order who has registered in 
accordance with Proclamation No. 2799 
of July 20. 1948, issued under the Selec¬ 
tive Service Act of 1948. as amended, and 
the regulations prescribed thereunder, 
shall, notwithstanding such registration, 
present himself for and submit to regis¬ 
tration as required by this order. 

The duty of any person to present 
himself for and submit to registration 
in accordance with Proclamation No. 
2799 of July 20. 1948. Issued under the 
Selective Service Act of 1948. as 
amended, and the regulations prescribed 
thereunder, shall not be affected by this 
order. 

Every person subject to registration 
under this order Is required to fan^liarlze 
himself with the rules and regulations 
governing such registration and to com¬ 
ply therewith. 

Lewis B. Hershey, 
Director of Selective Service. 

December 28. 1950. 

|F. R. Doc. 60-12318: Filed. Dec. 28, 1930: 

4:50 p. m ] 


DEPARTMENT OF JUSTICE 

Office of Alien Properly 

Authoiuty: 40 Stat. 411. 55 Stat. 839. Pub 
Laws 322. 671. 79th Cong.. 60 8tat, 50, 925: 50 
U. S. C. and Supp. App. 1, 616; E. O. 9193, 
July 6, 1942, 3 CFR. Cum. Supp.. E. O. 9567. 
June 8. 1945. 3 CFR. 1945 Supp.. E. O. 9788. 
Oct. 14, 1946. II F. R. 11981. 

(Vesting Order 16413J 

Anna and Fridrich Neff 

In re: Rights of Anna Neff and Frid¬ 
rich Neff under a contract of insurance. 
File No. D-28-10909-H-1. 








Saturday , December 30, 1950 

Under the authority of the Trading 
With the Enemy Act, as amended. Execu¬ 
tive Order 9193. as amended, and Ex¬ 
ecutive Order 9788. and pursuant to law, 
after investigation, it is hereby found: 

L That Anna Neff and Pridrich Neff, 
whose last known address is Germany, 
are residents of Germany and nationals 
of a designated enemy country (Ger¬ 
many) ; 

2. That the net proceeds due or to 
become due under a contract of insur¬ 
ance evidenced by Policy No. 7 237 399 A 
issued by the Metropolitan Life Insur¬ 
ance Company, New York, New York, to 
Anna Neff, and any and all other benefits 
and rights of any kind or character 
whatsoever under or arising out of said 
contract of insurance except those of the 
aforesaid Metropolitan Life Insurance 
Company together with the right to de¬ 
mand, enforce, receive and collect the 
same is property within the United 
States owned or controlled by. payable 
or deliverable to, held on behalf of. or 
on account of. or owing to. or which is 
evidence of ownership or control by Anna 
Neff or Pridrich Neff, the aforesaid na¬ 
tionals of a designated enemy country 
(Germany); 

and it is hereby determined: 

3. That to the extent that the persons 
named in subparagraph 1 hereof are not 
within a designated enemy country, the 
national interest of the United States 
requires that such persons be treated as 
nationals of a designated enemy country 
(Germany). 

All determinations and all action re¬ 
quired by law. including appropriate 
consultation and certification, having 
been made and taken, and. it being 
deemed necessary In the national 
Interest. 

There is hereby vested in the Attorney 
General of the United States the prop¬ 
erty described above, to be held. used, 
administered, liquidated, sold or other¬ 
wise dealt with in the interest of and 
for the benefit of the United States. 

The terms “national* and “designated 
enemy country” as used herein shall have 
the meanings prescribed In section 10 of 
Executive Order 9193. as amended. 

Executed at Washington. D. C„ on 
December 13. 1950. 

Por the Attorney General 

IsealI Harold I. Baynton. 

Assistant Attorney General, 
Director, Office of Allen Property. 

|F R. Doc. 50-12459: Filed. Dec. 28. 1950; 

8:52 a. m.j 


(Vesting Order 164151 
Shxgeo AND JUJIJtO Otsuki 

In re: Rights of Shigeo Otsuki and 
Jujiro Otsuki under a contract of insur¬ 
ance. File No. F-39-5665-H-1. 

Under the authority of the Trading 
With the Enemy Act, as amended. Execu- 
live Order 9193. as amended, and Execu¬ 
tive Order 9788. and pursuant to law, 
after investigation, it is hereby found: 

1. That Shigeo Otsuki and Jujiro Ot¬ 
suki, whose last known address is Japan, 
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are residents of Japan and nationals of 
a designated enemy country (Japan); 

2. That the net proceeds due or to be¬ 
come due under a contract of insurance 
evidenced by Policy No. 1.555,160 issued 
by the Sun Life Assurance Company of 
Canada. Montreal. Quebec. Canada, to 
Shigeo Otsuki, and any and all other 
benefits and rights of any kind or char¬ 
acter w hatsoever under or arising out of 
said contract of insurance except those 
of the aforesaid Sun Life Assurance 
Company of Canada together with the 
right to demand, enforce, receive and 
collect the same (including without limi¬ 
tation the right to proceed for collection 
against branch offices and legal reserves 
maintained in the United States), is 
property within the United States owned 
or controlled by, payable or deliverable 
to, held on behalf of. or on account of. 
or owing to, or which is evidence or 
ownership or control by Shigeo Otsuki 
or Jujiro Otsuki, the aforesaid nationals 
of a designated enemy country (Japan) ; 

and it is hereby determined: 

3. That to the extent that the persons 
named in subparagraph 1 hereof are 
not within a designated enemy country, 
the national interest of the United States 
requires that such persons be treated 
as nationals of a designated enemy 
country (Japan). 

All determinations and all action re¬ 
quired by law. including appropriate 
consultation and certification, having 
been made and taken, and. it being 
deemed necessary In the national 
Interest, 

There Is hereby vested in the Attorney 
General of the United States the prop¬ 
erty described above, to be held. used, 
administered, liquidated, sold or other¬ 
wise dealt with in the interest of and for 
the benefit of the United States. 

The terms “national'* and “designated 
enemy country” as used herein shall 
have the meanings prescribed in section 
10 of Executive Order 9193. as amended 

Executed at Washington, D. C.. on 
December 13. 1950. 

Por the Attorney General 

f szal] Harold L Baynton. 

Assistant Attorney General, 
Director . Office of Alien Property. 

|P. R. Doc. 60-12460; Plied, Dec. 28. 1950; 

8:52 a. in J 


(Vesting Order 18418) 

Friedrich Rampendahl 

In re: Rights of Friedrich Rampen¬ 
dahl under Insurance contract. File No. 
F-28-2440G-H-1. 

Under the authority of the Trading 
With the Enemy Act. as amended. Exec¬ 
utive Order 9193, as amended, and Exec¬ 
utive Order 9788, and pursuant to law, 
after investigation, it is hereby found: 

1. That Friedrich Rampendahl, whose 
last known address is Germany, is a resi¬ 
dent of Germany and a national of a 
designated enemy country (Germany); 

2. That the net proceeds due or to be¬ 
come due to Friedrich Rampendahl un¬ 
der a contract of insurance evidenced by 
policy No. 6.024.081A, issued by the Mct- 
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ropolitan Life Insurance Company. New 
York, New York, to Friedrich Rampen¬ 
dahl. and any and all other benefits and 
rights of any kind or character whatso¬ 
ever under or arising out of said contract 
of insurance except those of Anna 
Rampendahl. a resident of the United 
States, and of the aforesaid Metropolitan 
Life Insurance Company, together with 
the right to demand, enforce, receive and 
collect the same. 

Is property within the United States 
owned or controlled by. payable or de¬ 
liverable to. held on behalf of or on ac¬ 
count of. or owing to. or whllh is 
evidence of ownership or control by. the 
aforesaid national of a designated enemy 
country (Germany); 

and It is hereby determined: 

3. That to the extent that the person 
named in subparagraph 1 hereof is not 
within a designated enemy country, the 
national Interest of the United States 
requires that such person be treated as 
a national of a designated enemy country 
(Germany). 

All determinations and all action 
required by law. including appropriate 
consultation and certification, having 
been made and taken, and. it being 
deemed necessary in the national 
interest, 

There is hereby vested in the Attorney 
General of the United States the 
property described above, to be held, 
used, administered, liquidated, sold or 
otherwise dealt with in the interest of 
and for the benefit §J,the United States. 

The terms ‘ national" and “designated 
enemy country** as used herein shall have 
the meanings prescribed in section 10 of 
Executive Order 9193, as amended. 

Executed at Washington, D. C., on 
December 13. 1950. 

For the Attorney General 

[seal! Harold I. Baynton. 

Assistant Attorney General, 
Director, Office of Alien Property . 

(F. R. Doc. 50-12461; Plied, Dec. 28. I960; 

8:52 a. m| 


(Vesting Order 162601 
EUGEN Roesslk 

In re: Rights of Eugen Roessle under 
insurance contracts. Files Nos. F-28- 
24415-H-l, 2, 3. 4. 5. 

Under the authority of the Trading 
With the Enemy Act. as amended. Ex¬ 
ecutive Order 9193, as amended, and 
Executive Order 9788. and pursuant to 
law. after investigation, it is hereby 
found: 

1. That Eugen Roessle, whose last 
knowm address is Oermany, is a resident 
of Germany and a national of a desig¬ 
nated enemy country (Germany); 

2. That the net proceeds due or to 
become due under contracts of insurance 
evidenced by policies Nos. 92 338 194, 
91 526 430, 98 490 703. 77 544 877, and 
45 074 M. issued by the Metropolitan 
Life Insurance Company, New York. New 
York, to Eugen Roessle, together with 
the right to demand, receive and collect 
said net proceeds. 


X 
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Is property within the United States 
owned or controlled by. payable or de¬ 
liverable to. held on behalf of or on 
account of. or owing to. or which Is evi¬ 
dence of ownership or control by the 
aforesaid national of a designated enemy 
country (Germany); 

and It Is hereby determined: 

3. That to the extent that the per¬ 
son named In subparagraph 1 hereof Is 
not within a designated enemy country, 
the national interest of the United States 
requires that such person be treated as 
a national of a designated enemy coun¬ 
try (Germany). 

All determinations and all action re¬ 
quired by law. Including appropriate 
consultation and certification, having 
been made and taken, and. it being 
deemed necessary in the national in¬ 
terest, 

There is hereby vested in the Attorney 
General of the United States the prop¬ 
erty described above, to be held, used, 
administered, liquidated, sold or other¬ 
wise dealt with In the interest of and 
for the benefit of the United States. 

The terms “national'' and “designated 
enemy country'* as used herein shall 
have the meanings prescribed in section 
10 of Executive Order 9193, as amended. 

Executed at Washington, D. C„ on 
December 7, 1950. 

For the Attorney General. 

I seal ] Harold X. Baynton, 

Assistant Attorney General 
Director , Office ^ Alien Property . 

|P. R. Doc. 60-12524; Piled. Dec. 20, 1950; 

8:54 a. m ) 


|Vetting Order 18283) 

Marta Schacht 

In re: Rights of Marta Schacht under 
contracts of insurance. Files Nos. F-28- 
26592 H-l and F-28-26592 H-2. 

Under the authority of the Trading 
With the Enemy Act, as amended, Exec¬ 
utive Order 9193, as amended, and Ex¬ 
ecutive Order 9788, and pursuant to law, 
after Investigation, it is hereby found: 

1. That Marta Schacht. whose last 
known address is Germany, is a resident 
of Germany and a national of a desig¬ 
nated enemy country (Germany); 

2. That the net proceeds due or to 
become due under contracts of insurance 
evidenced by policies 553584 and 583904, 
issued by The Guardian Life Insurance 
Company of America. New York, New 
York, to Ernst Friedrich Schacht. to¬ 
gether with the right to demand, receive 
and collect said net proceeds, 

is property within the United States 
owned or controlled by. payable or de¬ 
liverable to, held on behalf of or on 
account of, or owing to. or which is evi¬ 
dence of ownership or control by. the 
aforesaid national of a designated enemy 
country (Germany); 

and it is hereby determined: 

3. That to the extent that the person 
named in subparagraph 1 hereof is not 
within a designated enemy country, tho 
national interest of the United States 
requires that such person be treated as a 
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national oi a designated enemy country 
(Germany). 

All determinations and all action re¬ 
quired by law. including appropriate con¬ 
sultation and certification, having been 
made and taken, and. it being deemed 
necessary in the national Interest. 

There is hereby vested in the Attorney 
General of the United States the prop¬ 
erty described above, to be held, used, 
administered, liquidated, so Vi or other¬ 
wise dealt with in the interest of and for 
the benefit of the United States. 

Hie terms “national" and "designated 
enemy country" as used herein shall 
have the meanings prescribed in section 
10 of Executive Order 9193, as amended. 

Executed at Washington, D. C., on 
December 7, 1950. 

JJor the Attorney General. 

[seal] Harold I. Baynton, 
Assistant Attorney General . 

Director , Office of Alien Property. 

IP. R. Doc. 60-12525; Plied. Dec. 29. 1950; 

8:54 a. m.) 


|Vesting Order 18208] 

Ottilia E. Schindler 

In re: Rights of Ottilia E. Schindler 
under insurance contract. File No. D- 
28-10718 H-l. 

Under the authority of the Trading 
With the Enemy Act. as amended, Ex¬ 
ecutive Order 9193. as amended, and 
Executive Order 9788. and pursuant to 
law. after investigation, it Is hereby 
found: 

L That Ottilia E. Schindler, whose last 
known address is Germany, is a resident 
of Germany and a national of a desig¬ 
nated enemy country (Germany); 

2. That the net proceeds due or to 
become due to Ottilia E. Schindler under 
a contract of insurance evidenced by Pol¬ 
icy No. 6 347 774, Issued by The Pruden¬ 
tial Insurance Company of America, 
Newark, New Jersey, to Josef C. Schind¬ 
ler, together with the right to demand, 
receive and collect said net proceeds. 

Is property within the United States 
owned or controlled by, payable or de¬ 
liverable to. held on behalf of or on 
account of. or owing to. or which is evi¬ 
dence of ownership or control by, the 
aforesaid national of a designated enemy 
country (Germany); 

and it is hereby determined: 

3. That to the extent that the person 
named in subparagraphs hereof is not 
within a designated enemy country, the 
national interest of the United States 
requires that such person be treated as 
a national of a designated enemy coun¬ 
try (Germany), 

Ail determinations and all action re¬ 
quired by law. Including appropriate 
consultation and certification, having 
been made and taken, and, it being 
deemed necessary in the national 
Interest, 

There is hereby vested in the Attorney 
General of the United States the prop¬ 
erty described above, to be held, used, 
administered, liquidated, sold or other¬ 
wise dealt with in the Interest of and for 
the benefit of the United States, 


The terms "national” and “desig¬ 
nated enemy country" as used herein 
shall have the meanings prescribed in 
section 10 of Executive Order 9193, as 
amended. 

Executed at Washington, D. C.. on 
December 7, 1950. 

For the Attorney General. 

[seal] Harold I. Baynton, 
Assistant Attorney General , 
Director . Office of Alien Property. 

|F. R DOC. 60-12528; Piled Dec. 29, 1950; 
8:54 a. m.) 


(Vesting Order 162671 
Elise Schneider 

In re: Rights of Elise Schneider under 
insurance contract. File No. D-28-7739- 
H-l. 

Under the authority of the Trading 
With the Enemy Act. as amended. Exec¬ 
utive Order 9193. as amended, and Ex¬ 
ecutive Order 9788. and pursuant to law, 
after investigation, it is hereby found: 

1. That Elise Schneider, whose last 
known address is Germany is a resident 
of Germany and a national of a desig¬ 
nated enemy country (Germany); 

2. That the net proceeds due or to be¬ 
come due under a contract of insurance 
evidenced by policy No. 18 339, issued by 
the Workmen’s Benefit Fund. Brooklyn, 
New York, to Anna Fox, together with the 
right to demand, receive and collect said 
net proceeds. 

Is property within the United States 
owned or controlled by, payable or de¬ 
liverable to, held on behalf of or on 
account of. or owing to, or which is evi¬ 
dence of ownership or control by, the 
aforesaid national of a designated enemy 
country (Germany); 

and it is hereby determined: 

3. That to the extent that the person 
named in subparagraph 1 hereof is not 
within a designated enemy country, the 
national interest of the United States 
requires that such person be treated as a 
national of a designated enemy country 
(Germany). 

All determinations and nil action re¬ 
quired by law. including appropriate con¬ 
sultation and certification, having been 
made and taken, and. it being deemed 
necessary in the national interest. 

There is hereby vested in the Attorney 
General of the United States the prop¬ 
erty described above, to be held, used, 
administered, liquidated, sold or other¬ 
wise dealt with in the interest of and for 
tluj benefit of the United States. 

%he terms “national" and “designated 
enemy country" as used herein shall have 
the meanings prescribed in section 10 of 
Executive Order 9193, as amended. 

Executed at Washington, D. C., on 
December 7, 1950. 

For the Attorney General. 

^sealI Harold I Baynton. 

Assistant Attorney General , 
Director , Office of Alien Property . 

(P. R. Doc. 50-12527; Filed. Dec 29. I960; 

8:64 a. ffi | 
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| Vesting" Order 162(59 J 
Richard Schulz 

In re: Rights of Richard Schulz under 
contract of insurance. File No. F-2B- 
24887-H-2. 

Under the authority of the Trading 
With the Enemy Act. as amended. Exec¬ 
utive Order 9193. as amended, and Ex¬ 
ecutive Order 9788. and pursuant to law, 
after investigation, it is hereby found: 

1. That Richard Schulz, whose last 
known address is Germany, is a resident 
of Germany and a national of a desig¬ 
nated enemy country (Germany); 

2. That the net proceeds due or to be¬ 
come due under a contract of insurance 
evidenced by Policy No. 16813 NW 200 
issued by The Travelers Insurance Com¬ 
pany. Hartford. Connecticut, to Walter 
Albert Schulz, together with the right to 
demand, receive and collect said net pro¬ 
ceeds, 

is property within the United States 
owned or controlled by, payable or de¬ 
liverable to. held on behalf of or on 
account of, or owing to, or which is evi¬ 
dence of ownership or control by, the 
aforesaid national of a designated enemy 
country (Germany); 

and it is hereby determined: 

3. That to the extent that the person 
named in si^fcaragraph 1 hereof is not 
within a designated enemy country, tho 
national Interest of the United States re¬ 
quires thAt such person be treated as 
a national of a designated enemy coun¬ 
try (Germany). 

All determinations and all action re¬ 
quired by law, including appropriate 
consultation and certification, hating 
been made and taken, and, it being 
deemed necessary in the national in¬ 
terest. 

There Is hereby vested in the Attorney 
General of the United States the prop¬ 
erty described above, to be held, used, 
administered, liquidated, sold or other¬ 
wise dealt with in the interest of and 
for the benefit of the United States. 

The terms “national" and "designated 
enemy country" as used herein shall 
have the meanings prescribed in sec¬ 
tion 10 of Executive Order 9193, as 
amended. 

Executed at Washington, D. C., on 
December 7, 1950. 

For the Attorney General. 

C seal 1 * Harold I. Bayntox. 

Assistant Attorney General , 
Director , Office of Alien Property . 

[P K Doc. 50-12528; Filed. Dec 29. 1950; 

8:54 a. m.| 


(Vesting Order 16309] 

Leopold Fulde 

In re: Stock owned by Leopold Fulde. 
F-28-31074-D-1. 

Under the authority of the Trading 
With the Enemy Act. as amended, Exec¬ 
utive Order 9193, as amended, and Exec¬ 
utive Order 9788. and pursuant to law, 
after investigation, it is hereby found: 

1. That Leopold Fulde, whose last 
knowm address is 20A Meliendorf, Han¬ 
over, Germany, is a resident of Germany 
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and a national of a designated enemy 
country (Germany); 

2. That the property described as fol¬ 
lows: Four (4) shares of $25.00 par value 
common capital stock of Standard Oil 
Company (Indiana), 910 South Michi¬ 
gan Avenue. Chicago 80. Illinois, a cor¬ 
poration organized under the laws of the 
State of Indiana, evidenced by certificate 
numbered D-249570, registered in the 
name of Leopold Fulde. together with 
all declared and unpaid dividends 
thereon. 

is property within the United States 
owned or controlled by, payablcvor de¬ 
liverable to. held on behalf of or orf 
account of, or owing to. or which is evi¬ 
dence of ownership or control by. the 
aforesaid nationals of a designated 
enemy country (Germany); 

and it is hereby determined: 

3. That to the extent that the person 
named in subparagraph 1 hereof is not 
within a designated enemy country, the 
national interest of the^Jnlted States 
requires that such person be treated as 
a national of a designated enemy coun¬ 
try (Germany). 

All determinations and all action re¬ 
quired by law. including appropriate con¬ 
sultation and certification, having been 
made and taken, and, it being deemed 
necessary in the national interest. 

There is hereby vested in the Attorney 
General of the United States the prop¬ 
erty described above, to be held, used, 
administered, liquidated, sold or other¬ 
wise dealt with in the interest of and for 
the benefit of the United States. 

The terms “national" and "designated 
enemy country** as used herein shall 
have the meanings prescribed In section 
10 of Executive Order 9193, as amended. 

Executed at Washington. D. C.. on 
December 8, 1950. 

For the Attorney General 

l seal! Harold I. Baynton. 

Assistant Attorney General . 

Director , Office of Alien Property . 

(F. R. Doc. 50-12529: Filed. Dec. 29, 1950; 

8:54 A. m.| 


|Ve*ting Order 16312) 

Frederick Heinken 

In re: Debt owing to the personal rep¬ 
resentatives. heirs, next of kin, legatees 
and distributees of Frederick Heinken, 
also known as Herman Frederick Lud¬ 
wig Heinken, deceased. F-28-3619-C-1. 

Under the authority of the Trading 
With the Enemy Act, as amended. Exec¬ 
utive Order 9193, as amended, and Ex¬ 
ecutive Order 9788, and pursuant to law, 
after investigation, it is hereby found: 

1. That the personal representatives, 
heirs, next of kin. legatees and distribu¬ 
tees of Frederick Heinken, also knowm 
as Herman Frederick Ludwig Heinken. 
deceased, who there is reasonable cause 
to believe are residents of Germany, are 
nationals of a designated enemy country 
(Germany); 

2. That the property described as 
follows: That certain debt or other obli¬ 
gation of the State Employees* Retire¬ 
ment System of New* Jersey, Room 413, 
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First Mechanics National Bank Building, 
Trenton. New Jersey, arising out of a 
pension fund held by the aforesaid State 
Employees* Retirement System of New 
Jersey in the name of William Heinken, 
in the amount of $2,505.05 as of October 
11. 1949, together with any and all ac¬ 
cruals thereto, and any and all rights to 
demand, enforce and collect the same. 

Is property within the United States 
owned or controlled by. payable or de¬ 
liverable to. held on behalf of or on 
account of. or owing to, or which Is evi¬ 
dence of ownership or control by the 
personal representatives, heirs, next of 
kin. legatees and distributees of Fred¬ 
erick Heinken, also known as Herman 
Frederick Ludwig Heinken. deceased, the 
aforesaid nationals of a designated en¬ 
emy country (Germany); 

and it is hereby determined: 

3. That to the extent that the personal 
representatives, heirs, next of kin, 
legatees and distributees of Frederick 
Heinken. also known as Herman Fred¬ 
erick Ludwig Heinken, deceased, are not 
within a designated enemy country, the 
national Interest of the United States 
requires that such persons be treated as 
nationals of a designated enemy country 
(Germany). 

All determinations and all action re¬ 
quired by law*, including appropriate con¬ 
sultation and certification, having been 
made and taken, and. it being deemed 
necessary in the national Interest. 

There is hereby vested in the Attorney 
General of the United States the prop¬ 
erty described above, to be held, used, 
administered, liquidated, sold or other¬ 
wise dealt with in the Interest of and for 
the benefit of the United States. 

The terms "national** and "designated 
enemy country" as used herein shall have 
the meanings prescribed in section 10 of 
Executive Order 9193, as amended. 

Executed at Washington, D. C.. on 
December 8. 1950. 

For the Attorney Generali 

I seal! Harold I. Baynton, 

Assistant Attorney General , 
Director, Office of Alien Property . 

|F R. Doc. 50-12530; Filed, Dec. 29. 1950; 

8:54 A. m.) 


|Vesting Order 16313) 

Helm Bros. Ltd. 

In re: Bonds owned by and debt owing 
to Messrs. Helm Bros. Ltd., also knowm 
as Helm Bros. Ltd F-39-419-A-1. 

Under the authority of the Trading 
With the Enemy Act. as amended. Exec¬ 
utive Order 9193. as amended, and Exec¬ 
utive Order 9788, and pursuant to law, 
after Investigation, it is hereby found: 

1. That Helm Bros. Ltd., also known 
as Messrs. Helm Bros. Ltd., the last 
known address of which Is 48 Yama- 
shita-Cho. Yokohama, Japan, is a cor¬ 
poration which has or, since the effective 
date of Executive Order 8389, as 
amended, has had its principal place of 
business In Yokohama, Japan, and Is a 
national of a designated enemy country 
(Japan); 
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2. That the property described a s 
follows: 

a. Those certain bearer bonds de¬ 
scribed in Exhibit A, attached hereto 
and by reference made a part hereof, 
and presently in the custody of the 
Guaranty Trust Company of New York. 
140 Broadway. New York 15. New York. 
In an account for Messrs. Helm Bros. 
Ltd., numbered PC 11164, together with 
any and all rights thereunder and 
thereto, and. 

b. That certain debt or other obliga¬ 
tion owing to Helm Bros, Ltd., also 
known as Messrs. Helm Bros. Ltd,, by 
the Guaranty Trust Company of New 
York. 140 Broadway. New York 15. New 
York, arising out of a custody cash ac¬ 
count, entitled Messrs. Helm Bros. Ltd., 
numbered XC 11164, maintained with 
the aforesaid company, and any and 
all rights to demand, enforce and col¬ 
lect the same. 

Is property within the United States 
owned or controlled by. payable or de¬ 
liverable to. held on behalf of or on 
account of. or owing to, or which is evi¬ 
dence of ownership or control by 
Messrs. Helm Bros. Ltd., also known as 
Helm Bros. Ltd., the aforesaid national 
of a designated enemy country (Japan); 


| Vesting Order 163171 
Kust KnaVTH 

In re: Bank account and stock owned 
by Kurt Knauth. F-28-30826-E-1. 

Under the authority of the Trading 
With the Enemy Act, as amended. Exec¬ 
utive Order 9193. as amended, and Exec¬ 
utive Order 9788, and pursuant to law, 
after investigation, it is hereby found: 

L That Kurt Knauth, whose last 
known address is Germany, Is a resident 
of Germany and a national of a desig¬ 
nated enemy country (Germany); 

2. That the property described as 
follows: 

a. That certain debt or other obliga¬ 
tion of The Matinccock Bank of LocusU 
Valley, Locust Valley. New York, arising 
out of a savings account, account num¬ 
ber 4941, entitled Kurt Knauth. and any 
and all rights to demand, enforce and 
collect the same, and 


and It is hereby determined: 

3. That to the extent that the person 
named in subparagraph 1 hereof is not 
within a designated enemy country, the 
national interest of the United States 
requires that such person be treated as 
a national of a designated enemy coun¬ 
try < Japan). 

All determinations and all action re¬ 
quired by law. including appropriate con¬ 
sultation and certification, having been 
made and taken, and, it being deemed 
necessary in the national interest. 

There is hereby vested in the Attorney 
Gencnil of the United States the prop¬ 
erty described above, to be held, used, 
administered, liquidated, sold or other¬ 
wise dealt with in the interest of and for 
the benefit of the United States. 

The terms “national” and “designated 
enemy country” as used herein shall 
have the meanings prescribed in section 
10 of Executive Order 9193, as amended. 

Executed Washington. D. C.. on 
December 8, 1950. 

For the Attorney General. 


b. American Depositary Receipt num¬ 
bered OF 100094. registered in the name 
of Kurt Knauth, issued by Guaranty 
Trust Company of New York for ten 
(10) shares of ordinary registered cap¬ 
ital stock of the Ford Motor Company 
Limited, of England, and presently in the 
custody of Karl Knauth, Bayville Road, 
Locust Valley. New York, together with 
all rights thereunder and thereto, and 

c. American Depositary Receipt num¬ 
bered PF 13155. registered in the name 
of Kurt Knauth, issued by the Guaranty 
Trust Company of New York for ten (10) 
shares of 4 1 ,* percent preferred capital 
stock of the Ford Motor Company Lim¬ 
ited. of England, and presently in the 
custody of Karl Knauth. Bayville Road, 
Locust Valley. New York, together with 
all rights thereunder and thereto, 

is property within the United States 
owned or controlled by. payable or de¬ 
liverable to. held on behalf of, or on 


account of. or owing to. or which Is evi¬ 
dence of ownership or control by. the 
aforesaid national of a designated enemy 
country (Germany); 

and it is hereby determined: 

3. That to the extent that the person 
named in subparagraph 1 hereof is not 
within a designated enemy country; the 
national Interest of the United States 
requires that such person be treated as 
a national of a designated enemy coun¬ 
try * Germany). 

All determinations and all action re¬ 
quired by law, including appropriate 
consultation and certification, having 
been made and taken, and, it being 
deemed necessary in the national 
Interest. 

There is hereby vested In the Attorney 
General of the United States the prop¬ 
erty described above, to be held. used, ad¬ 
ministered, liquidated, sold or otherwise 
dealt with in the interest of and for the 
benefit of the United States. 

The terms “national” and “designated 
enemy country” os used herein shall 
have the meanings prescribed in section 
10 of Executive Order 9193, as amended. 

Executed at Washington, D. C.. on 
December 8. 1950. 

For the Attorney General. 

Isxal) Harold I ^^nton, 
Assistant Attorney General , 
Director, Office of Alien Property. 

|F. R, Doc. 50-12532; FI ltd, Dec. 29. 1950; 

8:54 a. m.| 


(Vesting Order 16318) 

Martha M. Koehn and Wilhelm H. 

Koehn 

In te: Bank account and securities 
owned by Martha M. Koehn. also known 
as Martha Marie Emilie Priedericke 
Koehn and as Martha Marie Koehn and 
Wilhelm H. Koehn. F-28-14784-A-1; 
C— 1. 

Under the authority of the Trading 
With the Enemy Act. as amended, Ex¬ 
ecutive Order 9193, as amended, and 
Executive Order 9788, and pursuant to 
law. alter investigation, it is hereby 
found: 

1. That Martha M. Koehn, also known 
as Martha Marie Emilie Fricderlcke 
Koehn and as Martha Marie Koehn. and 
Wilhelm H. Koehn. whose last known 
address is 265 Volhstr., Volksdorfc. Ham¬ 
burg. Germany, are residents of Ger¬ 
many and nationals of a designated 
enemy country (Germany); 

2. That the property described as 
follows: 

a. That certain debt or other obliga¬ 
tion owing to Martha M. Koehn, also 
known as Martha Marie Emilie Frieder- 
icke Koehn and as Martha Marie Koehn, 
by Lake View Trust and Savings Bank, 
Lincoln and Belmont Avenues, Chicago. 
Illinois, arising out of a savings account, 
account numbered 242785. maintained 
at the aforesaid bank, and any and all 
rights to demand, enforce and collect, 
the same. 

b. Twelve (12) shares of capital stock 
of American Telephone and Telegraph 
Company. 195 Broadway, New York 7, 


[seal] Harold L Baynton. 
Assistant Attorney General, 
Director, Office of Alien Property . 


Erairr A—Bond* 


Description of inua 


Government of the Dominion of Canvla 
OoUl Honda 4 jeremt, due tM* * 

Jatxtm «e linjeruJ Government Fit ended 
I*mi of 1900 Sinicin* Fund Oold Bondi, 
Mi permit, due IMS. 

T< I)*. Japan Extended Ix>nn 1937 SSokin* 
Fund Gold Bond.*, 5H icromt, due 1961. 


Yokohama Kxtoneion Loan of 192* $inkfi»c 
Fund OoW Bunds, t percent, duo IWU. 

Orion HU Development Co., Ltd.. Extern 
Kfoei Loon Gold IMwoiure Guaranteed, 
6h perewnt. duo low. 

Taiwan Eire. Power Co* Ltd., Ruiklnc 
Fund Gt>W Bond, 5H percent, due 1971. 

Tokyo Electric Light Co.. Lid., 1st 
Mortjrare Dollar Series Gold Bond, 0 
percent, due 1MB. 


Bond S’ambers 


M 3462, 984*4/8, 976GMO, 3849*8....T_. 

4NWI. 442«, 44254/5,21290,31292, 212*1,*1, \2mf7, 43725*9. 
1*WY77. 44233. 47006, 23361/4. 

16344,*, 1743940. 

D077/K6WI6. 37JO, 37W, 37*7. 15244. 11712, 6*34. 129940, 
37H>. 2446/7, JM/IL 7149. I29M. 14516, 1*1*0, Hi#*,* 
14771,13J9.1*47. 2040,7M4. 7340, 148/5, 1*229.30!2, 

2*039. 6730, 5719. 110/111. M0/51, *50/61, 3015, 21(12/3, 3939. 
5143, 2413, 5222/4. 7!**. 74. 

lllCft, 7577,*. 725/V1,520*1, 3^0. 19151, 14221.. 

M 142**2.2316/30. *«4/X, 3172.74*0, SflflVL 18306*. 141239. 
12122/4, 10170, 1542000, 8441. 1751V30. 17U2H. 15116 

*♦^1*272, 1343. 4092,565(1, 161540.5204.2733,15929. 



Face txhM 


•51,030 

•1.000 

• 1,000 


•1.000 

•1.000 

•Lono 

•J.ooo 


• Each. 


|F. R. Doc. 50-12531; Filed, Dec. 29, 1950; 8:54 a. ra.J 



















Saturday, December 30, 1950 

New York, a corporation organized under 
the law's of the State of New* York, evi¬ 
denced by certificates numbered PN- 
57446 for 6 shares, L239072 for 1 share. 
M126719 for 2 shares and 55^78705 for 3 
shares, registered In the name of Martha 
Koehn. and presently in the custody of 
Fred O. Schulze, 822 Wrightwood Av¬ 
enue. Chicago 14, Illinois, together with 
ail declared and unpaid dividends 
thereon. 

c Those certain securities issued by 

I. G. Farben Industrie A, G., Frankfort 
A M Germany, evidenced by two certifi¬ 
cates each of Reichsmark 200 face 
value, numbered 681100 Lit. B and 
1236048 Lit. B, registered in the name of 
Martha Koehn, and presently in the 
custody of Fred C. Schulze, 822 Wright- 
wood Avenue, Chicago 14. Illinois, to¬ 
gether with all declared and unpaid 
dividends thereon, 

d. All property of any nature what¬ 
soever owmed by Martha M. Koehn, also 
known as Martha Emilie Friedericke 
Koehn and as Martha Marie Koehn, 
now or formerly located in a safe de¬ 
posit box. box numbered 42074. leased 
in the name of Charlotte Schulze, now 
deceased, from the National Safe De¬ 
posit Co.. First National Bank Building, 
Chicago. Illinois, with right of access by 
Fred C. Schulze. 822 Wrightwood Av¬ 
enue, Chicago 14. Illinois, and all rights 
and interests of said Martha M. Koehn, 
evidenced or represented thereby. 

is property within the United States 
owned or controlled by, payable or de¬ 
liverable to. held on behalf of or on 
account of, or owing to, or which is evi¬ 
dence of ownership or control by Martha 
M. Koehn. also known as Martha Marie 
Emilie Friedericke Koehn and as Martha 
Marie Koehn. the aforesaid national of 
a designated enemy country (Germany); 

3. That the property described as 
follows: One (1) share of capital stock 
of North German Lloyd (Norddeutscher 
Lloyd American Shares) a corporation 
organized under the laws of Germany, 
evidenced by a certificate numbered 
NF618. registered in the name of Wil¬ 
helm H. Koehn. and presently in the 
custody of Fred C. Schulze, 822 Wright¬ 
wood Avenue. Chicago 14. Illinois, to¬ 
gether with all declared and unpaid 
dividends thereon, 

is property within the United States 
owned or controlled by, payable or de¬ 
liverable to. held on behalf of or on 
account of. or owing to, or which is evi¬ 
dence of ownership or control by Wil¬ 
helm H. Koehn. the aforesaid national of 
a designated enemy country <Germany); 

4. That to the extent that the persons 
named in subparagraph 1 hereof are not 
within a designated enemy country, the 
national interest of the United States 
requires that such persons be treated as 
nationals of a designated enemy country 
(Oermany); 

All determinations and all action re¬ 
quired by law. Including appropriate con¬ 
sultation and certification, having been 
made and taken, and, it being deemed 
necessary in the national interest. 
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There is hereby vested in the Attorney 
General of the United States the prop¬ 
erty described above, to be held, used, 
administered, liquidated, sold or other¬ 
wise dealt with in the interest of and for 
the benefit of the United States. 

The terms “national" and “designated 
enemy country" as used herein shall have 
the meanings prescribed In section 10 of 
Executive Order 9193, as amended. 

Executed at Washington. D. C., on 
December 8, 1950. 

For the Attorney General. 

[seal) Harold I. Bayntow, 
Assistant Attorney General. 

Director , Office of Alien Property. 

IF. R. Doc. 00-12533; Piled, Dec. 29. 1930; 

8:54 a. ra.J 


[Vesting Order 18323] 

SiciMcm Matsubara 

In re: Stock owned by Shinlchi Matsu¬ 
bara. F-39-6566-D-1; E-l. 

Under the authority of the Trading 
With the Enemy Act, as amended, Exec¬ 
utive Order 9193. as amended, and Exec¬ 
utive Order 9788. and pursuant to law, 
after investigation, it is hereby found: 

1. That Shinichl Matsubara, whose 
last known address is Nagasaki, Japan, 
is a resident of Japan and a national 
of a designated enemy country (Japan >; 

2. That the property described as fol¬ 
lows: Twelve and one-half (12&) shares 
of no par value (new) capital stock of 
Standard Brands Incorporated, a cor¬ 
poration organized under the laws of the 
State of Delaware, evidenced by certifi¬ 
cate number CO 325538. dated April 22, 
1935. for fifty (50 > shares of no par value 
(old) common capital stock of the afore¬ 
said corporation, and presently In the 
custody of The Sumitomo Bank of Se¬ 
attle, Room 1210-1411 Fourth Avenue 
Building. Seattle. Washington, together 
with all declared and unpaid dividends 
thereon. 

is property within the United States 
owned or controlled by. payable or de¬ 
liverable to, held on behalf of or on 
account of, or owing to. or which is 
evidence of ownership or control by. the 
aforesaid national of a designated enemy 
country (Japan); 

and it is hereby determined; 

3. That to the extent that the person 
named in subparagraph 1 hereof is not 
within a designated enemy country, the 
national interest of the United States 
requires that such person be treated as 
a national of a designated enemy coun¬ 
try (Japan). 

AH determinations and all action re¬ 
quired by law*. Including appropriate con¬ 
sultation and certification, having been 
made and taken, and, it being deemed 
necessary in the national interest. 

There is hereby vested in the Attorney 
General of the United States the proper¬ 
ty described above, to be held, used, ad¬ 
ministered, liquidated, sold or otherwise 
dealt with in the interest of and for the 
benefit of the United States. 
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The terms “national" and “designated 
enemy country" as used herein shall 
have the meanings prescribed in section 
10 of'Executive Order 9193, as amended. 

Executed at Washington, D. C., on 
December 8. 1950. 

For the Attorney General. 

[seal] Harold I. Bayntow. 
Asifsiaw t Attorney General , 
Director , Office of Alien Property . 

|F. R. Doc. 50-12534; Filed, Dec. 29. 1950; 
8:54 ft. zn | 


(Vesting Order 163261 
Tokuzo Nakashima 

In re: Debts owing to Tokuzo Nakashi¬ 
ma, also known as T. Nakashima, and 
Nobuo Shigemichi. D-39-1459. 

Under the authority of the Trading 
With the Enemy Act. as amended. Ex¬ 
ecutive Order 9193. as amended, and 
Executive Order 9788, and pursuant to 
law. after investigation, it is hereby 
found: 

1. That Takuzo Nakashima, also 
know n as T. Nakashima, and Nobuo Shi¬ 
gemichi. each of whose last known ad¬ 
dress is Japan are residents of Japan 
and nationals of a designated enemy 
country (Japan); 

2. That the property described as fol¬ 
lows: Those certain debts or other ob¬ 
ligations owing to Tokuzo Nakashima 
also known as T. Nakashima and Nobuo 
Shigemichi by Mutual Credit Society, 
C^o Mr. Fred J. Fujioka, 3644 East Third 
Street. Los Angeles 33. California, rep¬ 
resenting funds held by said Mutual 
Credit Society for distribution to said 
Tokuzo Nakashima. also known as T. 
Nakashima. and Nobuo Shigemichi. 
together with any and all accruals 
thereto and any and all rights to de¬ 
mand, enforce and collect the same, 

Is property within the United States 
owned or controlled by, payable or de¬ 
liverable to, held on behalf of or on 
account of, or owing to, or which Is evi¬ 
dence of ownership or control by. the 
aforesaid nationals of a designated en¬ 
emy country (Japan); 

and it is hereby determined: 

„ 3. That to the extent that the persons 
named in subparagraph 1 hereof are not 
within a designated enemy country, the 
national interest of the United States 
requires that such persons be treated as 
nationals of a designated enemy country 
(Japan). 

All determinations and all action re¬ 
quired by law. Including appropriate 
consultation and certification, having 
been made and taken, and, it being 
deemed necessary in the national 
Interest. 

There is hereby vested In the Attorney 
General of the United States the prop¬ 
erty described above, to be held, used, 
administered, liquidated, sold or other¬ 
wise dealt with In the interest of and 
for the benefit of the United States. 

The terms "national" and "designated 
enemy country" as used herein shall 
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have the meanings prescribed in section 
10 of Executive Order 9193, as amended. 

Executed at Washington. D. C., on 
December 8 . 1950. 

For the Attorney General. 

[ seal 1 Harold L Baynton. 

Assistant Attorney General . 
Director, Office of Alien Property . 

IP. R. Doc. 60-12535; Filed, Dec. 29. 1950; 
8:55 a. m.J 


(Vesting Order 16328] 

Hiroshi Fred Okamot 

In re: Cash owned by Hiroshi Fred 
Okamot F-39-6701-E-1. 

Under the authority of the Trading 
With the Enemy Act, as amended. Exec¬ 
utive Order 9193, as amended, and Exec¬ 
utive Order 9788, and pursuant to law. 
after investigation, it is hereby found: 

2. That Hiroshi Fred Okamoto, whose 
last known address is Japan, is a resi¬ 
dent of Japan and a national of a desig¬ 
nated enemy country (Japan); 

2. That the property described as fol¬ 
lows: Cash in the sum of $153.95, pres¬ 
ently in the possession of the Treasury 
Department of the United 8 tates in 
Trust Fund Account, Symbol 158915. 
"Deposits. Funds of Civilian Internees 
and Prisoners of War/* in the name of 
Hiroshi Fred Okamoto. and any and all 
rights to demand, enforce and collect 
the same, 

is property within the United States 
owned or controlled by, payable or de¬ 
liverable to. held on behalf of or on ac¬ 
count of, or owing to. or which is evi¬ 
dence of ownership or control by Hiroshi 
Fred Okamoto. the aforesaid national of 
a designated enemy country (Japan); 

and it Is hereby determined: 

3. That to the extent that the person 
named in subparagraph 1 hereof is not 
within a designated enemy country, the 
national interest of the United States 
requires that such person be treated as a 
national of a designated enemy country 
(Japan). 

All determinations and all action re¬ 
quired by law. including appropriate con¬ 
sultation and certification, having been 
made and taken, and, it being deemed 
necessary in the national Interest, 

There is hereby vested in the Attorney 
General of the United States the prop¬ 
erty described above, to be held, used, 
administered, liquidated, sold or other¬ 
wise dealt with in the interest of and for 
the benefit of the United States. 

The terms “national* and “designated 
enemy country’* as used herein shall have 
the meanings prescribed in section 10 of 
Executive Order 9193. as amended. 

Executed at Washington, D. C„ on 
December 8 . 1950. 

For the Attorney General. 

[seal! Harold I. Baynton, 
Assistant Attorney General, 
Director, Office of Alien Property . 

IF. R. Doc. 60-12538; Filed, Dec. 29, 1950; 

8:55 b. m ] 


(Vetting Order 16331] 

Ruhr WOHNUNGSBAU-Axn IN CISELLSaiAFT 

In re: Bank accounts owned by Ruhr- 
wohnungsbau-Aktlengeseilschaft. also 
known as Ruhr Housing Corporation. 
F-28-23682-E-1. 

Under the authority of the Trading 
With the Enemy Act, as amended. Ex¬ 
ecutive Order 9193. as amended, and 
Executive Order 9788. and pursuant to 
law. after investigation, it is hereby 
found: 

1. That Ruhrwohnungsbau-Aktienge- 
sellschaft, also known as Ruhr Hous¬ 
ing Corporation, the last known address 
of which is 9 Kntharinenstra&se. Dort¬ 
mund. Germany, is a corporation, part¬ 
nership. association or other business 
organization, organized under the laws 
of Germany, and which has or. since the 
effective date of Executive Order 8389, 
as amended, has had its principal place 
of business in Germany and is a national 
of a designated enemy country (Ger¬ 
many) ; 

2 . That the property described as fol¬ 
lows: 

a. That certain debt or other obliga¬ 
tion of Dillon, Read L Co., 28 Nassau 
Street. New York, New York, arising out 
of a Coupon Deposit Account, entitled 
“Ruhr Housing Corporation 6 Vfe% 
Bonds due 1958”. maintained with the 
aforesaid Dillon, Read & Co., and nny 
and all rights to demand, enforce and 
collect the same. 

b. That certain debt or other obliga¬ 
tion of Dillon, Read k Co., 28 Nassau 
Street, New York, New York, arising out 
of a Redemption Account, entitled "Ruhr 
Housing Corporation 6 * 2 % Bonds due 
1958*. maintained with the aforesaid 
Dillon. Read k Co., and any and all rights 
to demand, enforce and collect the same, 
and 

c. That certain debt or other obliga¬ 
tion of Dillon. Read k Co.. 28 Nassau 
Street. New York. New York, arising out 
of a Service Fund Account, entitled 
“Ruhr Housing Corporation 6 Bonds 
due 1958 *, maintained with the afore¬ 
said Dillon. Read k Co., and any and all 
rights to demand, enforce and collect 
the same, 

is property within the United States 
owned or controlled by. payable or deliv¬ 
erable to, held on behalf of or on ac¬ 
count of. or owing to. or which is 
evidence of ownership or control by. 
Ruhrwohnungsbau - Aktiengesellschaft, 
also known as Ruhr Housing Corpora¬ 
tion, the aforesaid national of a desig¬ 
nated enemy country (Germany); 

and it is hereby determined: 

3. That to the extent that the person 
named in subparagraph 1 hereof is not 
within a designated enemy country, the 
national interest of the United States 
requires that such person be treated as 
a national of a designated enemy coun¬ 
try (Germany). 

All determinations and all action re¬ 
quired by law. including appropriate con¬ 
sultation and certification, having been 
made and taken, and. it being deemed 
necessary in the national interest. 

There is hereby vested In the Attorney 
General of the United States the prop¬ 
erty described above, to be held, used. 


administered, liquidated, sold or other¬ 
wise dealt with in the Interest of and for 
the benefit of the United States. 

The terms “national" and “designated 
enemy country" as used herein shall have 
the meanings prescribed In section 10 of 
Executive Order 9193. as amended. 

Executed at Washington, D. C., on 
December 8 , 1950. 

For the Attorney General. 

Cseal ] Harold I. Baynton. 
Assistant Attorney General, 
Director, Office of Alien Property, 

|F. R. Doc. 50-12538: Filed. Dec. 29. 1950; 
8:55 r. m.) 


(Vetting Order 183301 
Ruhigas Aktiengesellschaft 

In re: Bank account owned by Ruhrgas 
Aktiengesellschaft, also known as Ruhr 
Gas Corporation. F-2S-8885-E-1. 

Under the authority of the Trading 
With the Enemy Act. as amended. Exec¬ 
utive Order 9193. as amended, and Ex¬ 
ecutive Order 9788, and pursuant to law, 
after investigation, it is hereby found: 

1. That Ruhrgas Aktiengesellschaft. 
also known as Ruhr Gas Corporation, the 
last known address of which is Hcr- 
warthstrasse 60. Essen. Germany, is a 
corporation, partnership, association or 
other business organization, organized 
under the laws of Germany, and which 
has or. since the effective date of Execu¬ 
tive Order 8389. as amended, has had 
its principal place of business In Ger¬ 
many and is a national of a designated 
enemy country (Germany); 

2. That the property described as fol¬ 
lows: That certain debt or other obliga¬ 
tion of Dillon, Read k Co.. 28 Nassau 
Street. New York. New York, arising out 
of a Coupon Deposit Account, entitled 
"Ruhr Gas Corporation Bonds due 
1953“. maintained with the aforesaid 
Dillon. Read k Co., and any and all rights 
to demand, enforce and collect the same, 

is property within the United States 
owned or controlled by. payable or deliv¬ 
erable to. held on behalf of or on account 
of. or owing to. or which is evidence of 
ownership or control by. Ruhrgas Aktien¬ 
gesellschaft, also known as Ruhr Gas 
Corporation, the aforesaid national of a 
designated enemy country (Germany); 

and it is hereby determined: 

3. That to the extent that the person 
named in subparagraph 1 hereof is not 
within a designated enemy country, the 
national Interest of the United States 
requires that such person be treated as 
a national of a designated enemy country 
(Germany). 

All determinations and all action re¬ 
quired by law. Including appropriate 
consultation and certification, having 
been made and taken, and. it being 
deemed necessary in the national 
interest. 

There is hereby vested in the Attorney 
General of the United States the prop¬ 
erty described above, to be held, used, 
administered, liquidated, sold or other¬ 
wise dealt with in the interest of and for 
the benefit of the United States. 







Saturday , December 20, 1950 

The terms “national'* and ‘’designated 
enemy country” as used herein shall 
have the meanings prescribed in section 
10 of Executive Order 9193. as amended. 

Executed at Washington, D. C„ on 
December 8 . 1950. 

For the Attorney General. 

[seal] Harold I. Baynton, 
Assistant Attorney General . 
Director . Office of Alien Property. 

[F. R. Doc. 50-12537; Filed, Dec. 29. 1950; 
8:55 a. m.J 


[Vesting Order 163361 

Vereinictk Stahlwerke Aktienceseli> 

SCHAFT 

In re: Bank accounts owned by 
Verelnigte Stahlwcrkc Aktiengesell- 
schaft. also known as United Steel Works 
Corporation. F-28-4579-E-2. 

Under the authority of the Trading 
With the Enemy Act, as amended. Ex¬ 
ecutive Order 9193. as amended, and Ex¬ 
ecutive Order 9788. and pursuant to law, 
after Investigation, it is hereby found; 

1. Verelnlgte Stahlwcrkc Aktiengcsell- 
schaft. also known as United Steel 
Works Corporation, the last known ad¬ 
dress of which is Duesseldorf. Germany, 
is a corporation, partnership, associa¬ 
tion or other business organization, 
organized under the laws of Germany, 
and which has or, since the effective date 
of Executive Order 8389, as amended, 
has had its principal place of business 
in Germany and is a national of a desig¬ 
nated enemy country (Germany); 

2. That the property described as 
follows: 

a. That certain debt or other obliga¬ 
tion of Dillon. Read & Co., 28 Nassau 
Street. New York. New York, arising out 
of a Coupon Deposit Account, entitled 
“Rheinelbe Union 7% bonds due 1946”, 
maintained with the aforesaid Dillon, 
Read & Co., and any and all rights to 
demand, enforce and collect the same, 

b. That certain debt or other obliga¬ 
tion of Dillon, Read & Co„ 28 Nassau 
Street. New York. New York, arising out 
of a Coupon Deposit Account, entitled 
“United Steel Works Corporation 6 Vs% 
Debentures due 1947”, maintained with 
the aforesaid Dillon. Read & Co., and 
any and all rights to demand, enforce 
and collect the same. 

c. That certain debt or other obliga¬ 
tion of Dillon. Read & Co., 28 Nassau 
Street. New York, New York, arising out 
of a Coupon Deposit Account, entitled 
' United Steel Works Corporation 6 * 2 % 
Bonds Series A & Series C due 1951”, 
maintained with the aforesaid Dillon, 
Read & Co., and any and all rights to 
demand, enforce and collect the same. 

d. That certain debt or other obliga¬ 
tion of Dillon. Read L Co.. 28 Nassau 
Street. New York. New York, arising out 
of a Redemption Account, entitled 
“United Steel Works Corporation 6 $4% 
Bonds Ser. A due 1951”, maintained with 
the aforesaid Dillon, Read & Co., and any 
and all rights to demand, enforce and 
collect the same. 

c. That certain debt or other obliga¬ 
tion of Dillon. Read L Co.. 28 Nassau 
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Street. New York. New York, arising out 
of a Service Fund Account, resulting 
from unapplied sinking fund monies, 
entitled “United Steel Works Corpora¬ 
tion Bonds Series C due 1951", 

maintained with the aforesaid Dillon, 
Read & Co., and any and all rights to 
demand, enforce and collect the same, 

f. That certain debt or other obliga¬ 
tion of Dillon. Read & Co.. 28 Nassau 
Street, New York, New York, arising out 
of a Coupon Deposit Account, entitled 
“Gelsenkirchen Mining Corporation 6 % 
Bonds due 1954”, maintained with the 
aforesaid Dillon. Read & Co., and any 
and all rights to demand, enforce and 
collect the same, and 

g. That certain debt or other obliga¬ 
tion of Dillon, Read It Co.. 28 Nassau 
Street, New York. New York, arising out 
of a Special Account, entitled “Wodan- 
Handel MaatschapplJ-Rotterdam”, 
maintained with the aforesaid Dillon. 
Read & Co., and any and all rights to 
demand, enforce and collect the same. 

is property within the United States 
owned or controlled by. payable or deliv¬ 
erable to. held on behalf of or on account 
of, or owing to, or which is evidence of 
ownership or control by. Verelnlgte 
Stahlwerke Aktieng^scllschaft, also 
known as United Steel Works Corpora¬ 
tion, the aforesaid national of a desig¬ 
nated enemy country (Germany); 

and it is hereby determined: 

3. That to the extent that the person 
named in subparagraph 1 hereof is not 
within a designated enemy country, the 
national interest of the United States 
requires that such person be treated as 
a national of a designated enemy country 
(Germany). 

All determinations and all action re¬ 
quired by law. including appropriate 
consultation and certification, having 
been made and taken, and, it being 
deemed necessary in the national 
Interest, 

There is hereby vested in the Attorney 
Oeneral of the United States the prop¬ 
erty described above, to be held, used, 
administered, liquidated, sold or other¬ 
wise dealt with in the interest of and 
for the benefit of the United States. 

The terms “national” and “designated 
enemy country" as used herein shall 
have the meanings prescribed In sec¬ 
tion 10 of Executive Order 9193. as 
amended. 

Executed at Washington, D. C., on 
December 8 . 1950. 

For the Attorney Oeneral. 

[seal] Harold I. Baynton. 

Assistant Attorney General , 
Director , Office of Alien Property. 

|F. R. Doc. 50-12539: Filed, Dec 29, 1950; 

8:55 a. m.J 


(Vesting Order 163391 
Frank X. Wietzel 

In re: Stock owned by Frank X. 
Wietzel. F-28-85-D-4. 

Under the authority of the Trading 
With the Enemy Act, as amended. Ex¬ 
ecutive Order 9193, as amended, and 
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Executive Order 9788. and pursuant to 
law. after investigation, it is hereby 
found: 

1. That Frank X. Wietzel, whose last 
known address is Langenhsrdstrasse 1. 
Freiburg. Germany, is a resident of Ger¬ 
many and a national of a designated 
enemy country (Germany); 

2. That the property described as fol¬ 
lows: All rights and interests evidenced 
or represented by American Depositary 
Receipts, issued by Guaranty Trust Com¬ 
pany. 140 Broadway. New f York, New 
York, for two hundred (200) shares of 10 
Shillings Par Value, Ordinary Registered 
Capital Stock of British Celanese, Lim¬ 
ited, London. England, numbered 5524 
and 5525. registered in the name of Frank 
X. Wietzel, together with any and all 
declared and unpaid dividends thereon. 

is property within the United States 
owned or controlled by. payable or de¬ 
liverable to. held on behalf of or on 
account of. or owing to, or which Is evi¬ 
dence of ownership or control by. the 
aforesaid national of a designated enemy 
country (Germany); 

and it is hereby determined: 

3. That to the extent that the person 
named In subparagraph 1 hereof is not 
within a designated enemy country, the 
national interest of the United States 
requires that such person be treated as 
a national of a designated enemy coun¬ 
try 'Germany). 

All determinations and all action re¬ 
quired by law, including appropriate 
consultation and certification, having 
been made and taken, and, it being 
deemed necessary in the national in¬ 
terest. 

There is hereby vested In the Attorney 
General of the United States the prop¬ 
erty described above, to be held, used, ad¬ 
ministered, liquidated, sold or otherwise 
dealt with in the interest of and for the 
benefit of the United States. 

The terms “national" and “designated 
enemy country” as used herein shall 
have the meanings prescribed In section 
10 of Executive Order 9193, as amended. 

Executed at Washington, D. C„ on 
December 8 . 1950. 

For the Attorney General. 

(seal ) Harold I. Baynton, 
Assistayit Attorney General . 

Director , Office of Alien Property . 

[P. R. Doc. 50-12540: Filed. Dec. 29. 1950; 

8:55 m. m.) 


(Vesting Order 16342J 

Hkdwio Hess 

In re: Estate of Hedwig Hess, de¬ 
ceased. File No. D-28-8770; E. T. sec. 
10647. 

Under the authority of the Trading 
With the Enemy Act, as amended. Ex¬ 
ecutive Order 9193. as amended, and 
Executive Order 9768, and pursuant to 
law, after investigation, it is hereby 
found: 

1. That Gottfried Straub and Amelia 
Hess whose last known address is Ger¬ 
many. are residents of Germany and na¬ 
tionals of a designated enemy country 
(Germany); 
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2. That all right, title. Interest and 
claim of any kind or character whatso¬ 
ever of the persons Identified in subpara¬ 
graph 1 hereof and each of them. In and 
to the Estate of Hedwig Hess, deceased. 
Is property payable or deliverable to. or 
claimed by the aforesaid nationals of a 
designated enemy country (Germany); 

3. That such property is in the process 
of administration by B?n H. Brown, as 
administrator, acting under the judicial 
supervision of the Superior Court of the 
State of California, County of Los 
Angeles; 

and it is hereby determined; 

4. That to the extent that the persons 
named in subp^agraph 1 hereof are not 
within a designated enemy country, the 
national interest of the United States re¬ 
quires that such persons be treated os 
nationals of n designated enemy country 
(Germany). 

All determinations and all action re¬ 
quired by law. Including appropriate 
consultation and certification, having 
been made and taken, and, it being 
deemed necessary Jn the national 
interest. 

There Is hereby vested in the Attorney 
Oeneral of the United States the proper¬ 
ty described above, to be held, used, 
administered, liquidated, sold or other¬ 
wise dealt with in the interest of and 
for the benefit of the United States. 

The terms "national" and "designated 
enemy country" as used herein shall 
have the meanings prescribed in section 
10 of Executive Order 9193, as amended. 

Executed at Washington, D. C.. on 
December 11. 1950. 

For the Attorney General. 

[seal! Paul V. Myrow, 

Deputy Director , 
Office of Alien Property. 

|P R. Doc, 60-12542; Piled. Dec. 29. 19 j0; 

8:65 a. m.j 


[Venting Order 153411 

Mrs. I. Th. von Wxtzleben-Wilxexs 

In re: 8tock owned by Mrs. I. Th. von 
WitzJcben-WlIkcns. F-28-31082 

Under the authority of the Trading 
With the Enemy Act. as amended. Execu¬ 
tive Order 9193. as amended, and Execu¬ 
tive Order 9788. and pursuant to law, 
after Investigation, It is hereby found: 

1. That Mrs. I. Th. von Witzleben- 
W like ns on or since the effective date of 
Executive Order 8389, as amended, and 
on or since December 11. 1941, has been 
a resident of Germany, and is a national 
of a designated enemy country (Ger¬ 
many) ; 

2. That the property described as fol¬ 
lows: 

a. Ten (10) shares of capital stock par 
value $50.00 of the Anaconda Copper 
Mining Company, evidenced by a cer¬ 
tificate No. E 195696, registered in the 
name of N. V. M&atschappy tot Beheer 
van het Administratiekantoor van 
Amerikaansche Fondsen. opgerigt door 
Broes L Grosman Ten Have k Van Essen 
en Jarman k Zoonen te Amsterdam, 
which certificate is presently In the cus¬ 
tody of the Guaranty Trust Company 


of New York, 140 Broadway. New York 
15. New York, together with all declared 
and unpaid dividends thereon, 

b. Twenty (20) shares of 1% cumula¬ 
tive preferred stock, par value $100.00, 
of the Bethlehem Steel Corporation evi¬ 
denced by certificates numbered S-32707 
and S-32708. registered in the name of 
N. V. Maatschappy tot Beheer van het 
Administratiekantoor van Amorikaan- 
sche Fondsen. opgerigt door Broes & 
Grosman Ten Have k Van Essen en Jar¬ 
man k Zoonen te Amsterdam, which cer¬ 
tificates are presently in the custody of 
the Guaranty Trust Company of New 
York, 140 Broadway. New York 15. New 
York, together with all declared and un¬ 
paid dividends thereon, and 

c. Ten (10) shares of capital stock, 
par value $25.00, of Commonwealth Edi¬ 
son Company evidenced by certificate 
numbered 3182 registered in the name of 
N. V. Knntoor tot Ultgifte van Ccrtlflca- 
ten "CEBUWA" Amsterdam, which cer¬ 
tificate is presently in the custody of the 
Guaranty Trust Company of New York, 
140 Broadway, New York 15. New York, 
together with all declared and unpaid 
dividends thereon. 

Is property within the United States 
owned or controlled by. payable or de¬ 
liverable to. held on behalf of or on ac¬ 
count of. or owing to. or which is evi¬ 
dence of ownership or control by Mrs. 

I. Th. von Wltzleben-Wllkens, the afore¬ 
said national of a designated enemy 
country <Germany); 

and it is hereby determined: 

3. That to the extent that the person 
named in subparagraph 1 hereof is not 
within a designated enemy country, the 
national interest of the United States 
requires that such person be treated as 
a national of a designated enemy coun¬ 
try (Germany). 

Ail determinations and all action re¬ 
quired by law. including appropriate 
consultation and certification, having 
been made and taken, and, it being 
deemed necessary in the national in¬ 
terest. 

There is hereby vested in the Attorney 
General of the United States the prop¬ 
erty described above, to be held, used, 
administered, liquidated, sold or other¬ 
wise dealt with In the interest of and for 
the benefit of the United States. 

The terms "national" and "designated 
enemy country" as used herein shall have 
the meanings prescribed in section 10 of 
Executive Order 9193, as amended. 

Executed at Washington, D. C.. on 
December 8. 1950. 

For the Attorney General. 

Ism! Harold I. Baynton. 

Assistant Attorney General . 

Director , Office of Alien Property . 

[P. R. Doc. 60-12541; Filed, Dec. 29, I960; 

8:65 a. m.j 


(VeeUng Order 163571 
Joseph Boettcher 

In re: Rights of Joseph Boettcher un¬ 
der insurance contract. File No. D-28- 
10904-H-l. 


Under the authority of the Trading 
With the Enemy Act, as amended. 
Executive Order 9193. as amended, and 
Executive Order 9788. and pursuant to 
law. after investigation, It Is hereby 
found: 

1. That Joseph Boettcher, whose last 
known address is Germany. Is a resident 
of Germany and a national of a desig¬ 
nated enemy country (Germany); 

2. That the net proceeds dbe or to be¬ 
come due under a contract of insurant 
evidenced by policy No. 7300 GLH. Serial 
CH C03. issued by the Metropolitan Life 
Insurance Company. New York. New 
York, to Rudolph Boettcher, together 
with the right to demand, receive and 
collect said net proceeds, 

15 property within the United States 
owned or controlled by. payable or deliv¬ 
erable to, held on behalf of or on ac¬ 
count of, or owing to. or which is 
evidence of ownership or control by, the 
aforesaid national of a designated enemy 
country (Germany); 

and it Is hereby determined: 

3. That to the extent that the person 
named in subparagraph 1 hereof Is not 
within a designated enemy country, the 
national Interest of the United States 
requires that such person be treated as 
a national of a designated enemy coun¬ 
try (Germany). 

All determinations and all action re¬ 
quired by law. including appropriate 
consultation and certification, having 
been made and taken, and. it being 
deemed necessary In the national In¬ 
terest. 

There Is hereby vested in the Attorney 
General of the United States the property 
described above, to be held, used, ad¬ 
ministered, liquidated, sold or otherwise 
dealt with In the interest of and for 
the benefit of the United States. 

The terms "national" and "designated 
enemy country" as used herein shall have 
the meanings prescribed in section 10 of 
Executive Order 9193, as amended. 

Executed at Washington, D. C., on 
December 13. 1950. 

For the Attorney General 

C seal 1 Harold L Baynton, 

Assista?it Attorney General 
Director . Office of Alien Property. 

|F. R. Doc. 60-12643; Filed, Dec 29. I960; 

8:66 a. m.) 


tVetting Order 16300) 

Emmi Z am pom Clauss. rr al. 

In re: Rights of Emml ZamponJ Clauss, 
et al. under a contract of insurance. 
File No. F-28-24784-H-1. 

Under the authority of the Trading 
With the Enemy Act. as amended, Exec¬ 
utive Order 9193, as amended, and Ex¬ 
ecutive Order 9788, and pursuant to law, 
after Investigation, it is hereby found: 

l That Emml Zamponl Clauss. whose 
last known address Is Germany, is a resi¬ 
dent of Germany and a national of a des¬ 
ignated enemy country (Germany); 

2. That the domiciliary personal rep¬ 
resentatives, heirs, next of kin, legatees, 
and distributees, names unknown, of 
Emmi Zamponl Clauss. who there is rea- 
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sonable cause to believe are residents of 
Germany, are nationals of a designated 
enemy country (Germany); 

3. That the net proceeds due or to 
become due under a contract of insur¬ 
ance evidenced by Policy No. 60200777 
Issued by The Prudential Insurance Com¬ 
pany of America. Newark. New Jersey, to 
Emmi Zamponl Clauss, together with the 
right to demand, receive, and collect said 
net proceeds, is property within the 
United States owned or controlled by, 
payable or deliverable to, held on behalf 
of. or on account or, or owing to. or which 
is evidence of ownership or control by 
Emmi Zamponl Clauss or the domiciliary 
personal representatives, heirs, next of 
kin. legatees, and distributees, names 
unknown, of Emmi Zamponl Clauss, the 
aforesaid nationals of a designated en¬ 
emy country (Germany); 

and it is hereby determined; 

4. That to the extent that the person 
named in subparagraph 1 hereof and the 
domiciliary personal representatives, 
heirs, next of kir. legatees and distribu¬ 
tees, names unknown, of Emmi Zam¬ 
ponl Clauss, are not within a 
designated enemy country, the national 
interest of the United States requires 
that such persons be treated as nationals 
of a designated enemy country (Ger¬ 
many). 

All determinations and all action re¬ 
quired by law, including appropriate con¬ 
sultation and certification, having been 
made and taken, and. it being deemed 
necessary in the national interest. 

There is hereby vested in the Attorney 
General of the United States the prop¬ 
erty described above, to be held, used, 
administered, liquidated, sold or other¬ 
wise dealt with in the interest of and 
for the benefit of the United States. 

The terms “national" and "designated 
enemy country" as used herein shall 
have the meanings prescribed in section 
10 of Executive Order 9193, as amended. 

Executed at Washington, D. C., on 
December 13. 1950. 

For the Attorney General. 

( seal 1 Harold L Ba ynton. 

Assistant Attorney General, 
Director , Office of Alien Property . 

(P. R DOC. 50-12544; Filed, Dec. 29. 1950; 

8:55 a. m.] 


(Vetting Order 16361] 

Franz Dahlke 

In re: Estate of Franz Dahlke, de¬ 
ceased. File No. D-28-11611; E. & T. 
sec. 15823. 

Under the authority of the Trading 
With the Enemy Act, as amended, Execu¬ 
tive Order 9193. as amended, and Execu¬ 
tive Order 9788, and pursuant to law, 
after Investigation, it is hereby found: 

1. Ernestine Dahlke and Agnes 
Dahlke. whose last known address is 
Germany, are residents of Germany and 
nation*1$ of a designated enemy country 
(Oermany): 

2. That all right, title, interest and 
claim of any kind or character whatso¬ 
ever of the persons named in subpara¬ 
graph 1 hereof, and each of them, in 

No, 253-18 


and to the estate of Franz Dahlke, de¬ 
ceased. is property payable or deliver¬ 
able to. or claimed by the aforesaid 
nationals of a designated enemy country 
(Germany): 

3. That such property is in the proc¬ 
ess of administration by Robert G. Clos- 
termann. as administrator, acting under 
the Judicial supervision of the County 
Court of Gilliam County. Oregon; 

and it is hereby determined: 

4. That to the extent that the persons 
named in subparagraph 1 hereof arc not 
within a designated enemy country, the 
national interest of the United States 
requires that such persons be treated as 
nationals of a designated enemy country 
(Germany). 

All determinations and all act(pn re¬ 
quired by law% including appropriate 
consultation and certification, having 
been made and taken, and, it being 
deemed necessary in the national in¬ 
terest. 

There is hereby vested in the Attorney 
General of the United States the prop¬ 
erty described above, to be held, used, 
administered, liquidated, sold or other¬ 
wise dealt with in the interest of and 
for the benefit of the United States. 

The terms "national" and "designated 
enemy country" as used herein shall 
have the meanings prescribed in sec¬ 
tion 10 of Executive Order 9193, as 
amended. 


and it is hereby determined: 

4. That to the extent that the persons 
named in subparagraph 1 hereof are not 
within a designated enemy country, the 
national interest of the United States 
requires that such persons be treated as 
nationals of a designated enemy country 
(Germany). 

All determinations and all action re¬ 
quired by law\ including appropriate 
consultation and certification, having 
been made and token, and, it being 
deemed necessary in the national 
interest. 

There is hereby vested in the Attorney 
General of the United States the prop¬ 
erty described above, to be held, used, 
administered, liquidated, sold or other¬ 
wise dealt with in the interest of and 
for the benefit of the United States. 

The terms "national" ond "designated 
enemy country" as used herein shall 
have the meanings prescribed In section 
10 of Executive Order 9193. as amended. 

Executed at Washington, D. C., on 
December 13, 1950. 

For the Attorney GeneraL 

fsxALl Harold L Baynton. 

Assistant Attorney General, 
Director. Office of Alien Property . 

(F. R. Doc. 50-12546: Filed, DcC. 29. I960; 

8 56 a. m.) 


Executed at Washington, D. C„ on 
December 13, 1950. 

For the Attorney General. 

(seal] Harold I. Baynton, 
Assistant Attorney General, 
Director, Office of Alien Property . 

(F. R. Doc. 50-12545; Filed. Dec. 29, 1950; 
8:56 A. m.) 


(Vesting Order 16362] 

Paul Dahlke 

In re: Estate of Paul Dahlke, de¬ 
ceased. Pile No. D-28-11610; E. & T. 
sec.15822. 

Under the authority of the Trading 
With the Enemy Act. as amended. Ex¬ 
ecutive Order 9193, as amended, and Ex¬ 
ecutive Order 9788, and pursuant to law, 
after investigation, it is hereby found: 

1. That Paul Reinhold Dahlke, Helene 
Schulz, Agnes Dahlke and Klara Kreiss, 
whose last known address is Germany, 
are residents of Oermany and nationals 
of a designated enemy country (Ger¬ 
many) ; 

2. That all right, title. Interest and 
claim of any kind or character whatso¬ 
ever of the persons named in subpara¬ 
graph 1 hereof, and each of them, in 
and to the estate of Paul Dahlke, de¬ 
ceased. is property payable or deliver¬ 
able to. or claimed by the aforesaid 
nationals of a designated enemy country 
(Germany); 

3. That such property ls in the 
process of administration by Robert G. 
Clostermann as administrator, acting 
under the judicial supervision of the 
County Court of Gilliam County, Ore¬ 
gon; 


(Vetting Order 16419] 

Arnolf P. Rzhbock et al. 

In re: Rights of Arnolf P. Rchbock 
et al.. under Insurance contracts. Files 
No D-28-5313-H-1, H-2. 

Under the authority of the Trading 
With the Enemy Act, as amended. Exec¬ 
utive Order 9193, as amended, and Ex¬ 
ecutive Order 9788, and pursuant to law. 
after investigation, it is hereby found: 

1. That Arnolf P. Rehbock, Liselotte 
H. Rehbock. Margaret K. Rehbock and 
Theodore Rehbock, whose last known 
address is Germany, are residents of 
Germany and nationals of a designated 
enemy country (Germany); 

2. That the net proceeds due or to 
become due under contracts of insur¬ 
ance evidenced by policies No. 2526744 
and 2713988. issued by the John Hancock 
Mutual Life Insurance Company. Bos¬ 
ton, Massachusetts, to Arnolf P. Reh¬ 
bock, and any and all other benefits 
and rights of any kind or character 
whatsoever under or arising out of said 
contracts of insurance except those of 
the aforesaid John Hancock Mutual 
life Insurance Company together with 
the right to demand, enforce, receive 
and collect the same is property within 
the United States owned or controlled 
by, payable or deliverable to, held on 
behalf of or on account of. or owing to, 
or which is evidence of ownership or 
control by. Arnolf P. Rehbock or Lise¬ 
lotte H. Rehbock. Margaret K. Rehbock 
and Theodore Rehbock, the aforesaid 
nationals of a designated enemy coun¬ 
try (Germany); 

and it is hereby determined: 

3. That to the extent that the persons 
named in subparagraph 1 hereof are not 
within a designated enemy country, the 
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national interest of the United States 
requires that such persons be treated as 
nationals of a designated enemy country 
(Germany). 

All determinations and all action re¬ 
quired by law. including appropriate 
consultation and certification, having 
been made and taken, and. it being 
deemed necessary in the national 
Interest, 

There is hereby vested in the Attor¬ 
ney General of the United 8tates the 
property described above, to be held, 
used, administered, liquidated, sold or 
otherwise dealt with in the interest of 
and for the benefit of the United States. 

The terms “national” and “designated 
enemy country” as used herein shall 
have the meanings prescribed in section 
10 of Executive Order 9193, as amended. 

Executed at Washington. D. C., on 
December 13, 1950. 

For the Attorney General. 

{seal 1 Harold 1. Baynton, 
Assistant Attorney General, 
Director , Office of Alien Property. 

|F. R. Doc. 60-12547; Filed, Dec. 29, Ig-O; 

8:56 a. m | 


• (Vesting Order 10419) 

Kurt Hermann Gottlieb Richter et al. 

In re; Rights of Kurt Hermann Gott¬ 
lieb Richter et al. under insurance con¬ 
tract, FUe No. F-28-3395-H-2. 

Under the authority of the Trading 
With the Enemy Act, as amended. Ex¬ 
ecutive Order 9193, as amended, and Ex¬ 
ecutive Order 9788. and pursuant to law, 
after investigation, it is hereby found: 

1. That Kurt Hermann Gottlieb Rich¬ 
ter and Helga B. H. Richter, whose last 
known address is Germany, are residents 
of Germany and nationals of a desig¬ 
nated enemy country (Germany); 

2. That the net proceeds due or to 
become due under a contract of insur¬ 
ance evidenced by policy No. 739,552, 
issued by the Phoenix Mutual Life In¬ 
surance Company. Hartford. Connecti¬ 
cut. to Kurt Hermann Gottlieb Richter, 
and any and all other benefits and rights 
of any kind or character whatsoever 
under or arising out of said contract of 
insurance except those of the aforesaid 
Phoenix Mutual Life Insurance Company 
together with the right to demand, en¬ 
force. receive, and collect the same, is 
property within the United States owned 
or controlled by. payable or deliverable 
to. held on behalf of. or on account of, 
or owing to, or which is evidence of own¬ 
ership or control by. Kurt Hermann 
Gottlieb Richter or Helga B. H. Richter, 
the aforesaid nationals of a designated 
enemy country (Germany): 

and it is hereby determined: 

3. That to the extent that the persons 
named in subparagraph 1 hereof are 
not within a designated, enemy country, 
the national interest of the United 
8tates requires that such persons bo 
treated as nationals of a designated 
enemy country (Germany). 

All determinations and all action re¬ 
quired by law, including appropriate con¬ 
sultation and certification, having been 


made and taken, and. It being deemed 
necessary in the national interest. 

There is hereby vested in the Attorney 
General of the United States the prop¬ 
erty described above, to be held, used, 
administered, liquidated, sold or other¬ 
wise dealt with in the interest of and for 
the benefit of the United States. 

The terms “national” and “designated 
enemy country” as used herein shall 
have the meanings prescribed in section 
10 of Executive Order 9193. as amended. 

Executed at Washington. D. C.* on 
December 13, 1950. 

For the Attorney General. 

[seal] Harold T. Baynton. 

Assistant Attorney General , 
Ltfrector, Office of Alien Property. 

|F. R. Doc. 50-12548; Piled, Dec. 29, 1950; 

8:50 ». m.J 


(Vetting Order 10422) 

Franziska Ritzler 

In re: Trust under Deed dated Octo¬ 
ber 2. 1934. of Franziska Ritzier. File 
No. D-28-8331; E. T. sec. No. 9635. 

Under the authority of the Trading 
With the Enemy Act. as amended, Ex¬ 
ecutive Order 9193, as amended, and Ex¬ 
ecutive Order 9788, and pursuant to law, 
after investigation, it is hereby found: 

1. That Katie Becker, Marianna 
Becker and Elizabeth Lehmann, whose 
last known address is Germany, are resi¬ 
dents of Germany and nationals of a 
designated enemy country (Germany); 

2. That the issue, names unknown, of 
Franz Becker, deceased, of Katie Becker 
and of Marianna Becker, who there is 
reasonable cause to believe are residents 
of Germany, are nationals of a desig¬ 
nated enemy country (Germany); 

3. That the property described as fol¬ 
lows: 

(a) All right, title. Interest and claim 
of any kind or character whatsoever of 
the persons identified in subparagraphs 
1 and 2 hereof, not heretofore vested by 
Vesting Order No. 3182, in and to and 
arising out of or under that certain trust 
agreement dated October 2. 1934, by and 
between Franziska Ritzier, grantor, and 
Girard Trust Company and James A. 
McQuail, Jr., trustees, and 

<b> All property in the possession, 
custody or control of Girard Trust Com¬ 
pany and James A. McQuail, Jr., as 
trustees under that certain trust agree¬ 
ment dated October 2, 1934. by and be¬ 
tween Franziska Ritzier, grantor, and 
Girard Trust Company and James A. 
McQuail, Jr., trustees, Including partic¬ 
ularly but not limited to the sum of 
$8,423.34 as of October 30. 1950, together 
with any and all accruals thereto, 

is property payable or deliverable to, or 
claimed by, the aforesaid nationals of a 
designated enemy country (Germany); 

4. That such property is in the process 
of administration by Girard Trust Com¬ 
pany and James A. McQuail. Jr., as 
trustees, acting under the Judicial super¬ 
vision of the Orphans’ Court of Phila¬ 
delphia County, Philadelphia, Pennsyl¬ 
vania ; 


and it is hereby determined: 

5. That to the extent that the persons 
named in subparagraph 1 hereof and the 
issue, names unknown, of Franz Becker, 
deceased, of Katie Becker and of Mari¬ 
anna Becker are not within a designated 
enemy country, the national interest of 
the United States requires that such per¬ 
sons be treated as nationals of a desig¬ 
nated enemy country (Germany). 

All determinations and all action re¬ 
quired by law, including appropriate 
consultation and certification, having 
been made and taken, and, it being 
deemed necessary in the national inter¬ 
est. 

There is hereby vested in the Attorney 
General of the United States the prop¬ 
erty described above, subject to all law¬ 
ful fees and disbursements of Girard 
Trust Company and James A. McQuail. 
Jr., as trustees under that certain trust 
agreement dated October 2, 1934, by and 
between Franziska Ritzier, grantor, and 
Girard Trust Company and James A. 
McQuail. Jr., trustees. 

All such property so vested shall be 
held, used, administered, liquidated, sold, 
or otherwise dealt with in the interest of 
and for the benefit of the United States, 

The terms “national” and “designated 
enemy country” as used herein shall have 
the meanings prescribed in section 10 
of Executive Order 9193, as amended. 

Executed at Washington. D. C.. on 
December 13, 1950. 

For the Attorney General. 

[seal! Harold I. Baynton. 

Assistant Attorney General, 
Director , Office of Alien Property. 

(F. R. Doc. 50-12549; Filed. Dec. 29. 1950; 

8:50 a. m ) 


[Vesting Order 16425) 

Hans F. and Grace B. Rudmann 

In re: Rights of Hans F. Rudmann 
and Grace B. Rudmann under insurance 
contract. File No. F-28-27989-H-1. 

Under the authority of the Trading 
With the Enemy Act. as amended. Exec¬ 
utive Order 9193, as amended, and Exec¬ 
utive Order 9788, and pursuant to law, 
after investigation, it is hereby found: 

1. That Hans F. Rudmann and Grace 
B. Rudmann, whose Inst known address 
is Germany, are residents of Germany 
and nationals of a designated enemy 
country (Germany); 

2. That the net proceeds due or to be¬ 
come due under a contract of insurance 
evidenced by Policy No. 7 303 422 issued 
by The Prudential Insurance Company 
of America, Newark, New Jersey, to Hans 
F. Rudmann. and any and all other bene¬ 
fits and rights of any kind or character 
whatsoever under or arising out of said 
contract of insurance except those of the 
aforesaid The Prudential Insurance 
Company of America together with the 
right to demand, enforce, receive and 
collect the same is property within the 
United States owned or controlled by. 
payable or deliverable to. held on behalf 
of, or on account of, or owing to. or 
which is evidence of ownership or con¬ 
trol by Hans F. Rudmann or Grace B. 
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Rudmann. the aforesaid nationals of a 
designated enemy country (Germany); 
and it is hereby determined: 

3. That to the extent that the persons 
named in subparagraph 1 hereof are 
not within a designated enemy country, 
the national interest of-tfie United States 
requires that such persons be treated as 
nationals of a designated enemy coun¬ 
try (Germany). 

All determinations and all action re¬ 
quired by law, including appropriate 
consultation and certification, having 
been made and taken, and, it being 
deemed necessary in the national 
interest. 

There is hereby vested in the Attorney 
General of the United States the prop¬ 
erty described above, to be held, used, 
administered, liquidated, sold or other¬ 
wise dealt with in the interest of and for 
the benefit of the United States. 

The terms "national" and "designated 
enemy country" as used herein shall 
have the meanings prescribed in section 
10 of Executive Order 9193, as amended. 

Executed at Washington, D. C.. on 
December 13. 1950. 

For the Attorney General. 

I seal) Harold L Baynton, 
Assistant Attorney General . 

Director . Office of Alien Property. 

fF*. R. Doc. 60-12650, FUed. Dec. 29. IS*}; 

8:56 a. m.J 


| Vesting Order 16426] 

Sakaye Sasaki rr al. 

In re: Rights of Sakaye Sasaki et al., 
under insurance contract. File No. F- 
39-4511 H-l. 

Under the authority of the Trading 
With the Enemy Act, as amended. Ex¬ 
ecutive Order 9193, as amended, and 
Executive Order 9788. and pursuant to 
law. after investigation, it is hereby 
found: 

1. That Sakaye Sasaki and Tokuichi 
Sasaki, whose last known address is 
Japan, are residents of Japan and na¬ 
tionals of a designated enemy country 
(Japan); 

2. That the net proceeds due or to 
become due under a contract of insur¬ 
ance evidenced by Policy No. 17 211 990, 
issued by the New York Life Insurance 
Company. New York. New York, to 
Sakaye Sasaki, and any and all other 
benefits and rights of any kind or char¬ 
acter whatsoever under or arising out of 
said contract of insurance except those 
of the aforesaid New York Life Insurance 
Company together with the right to de¬ 
mand, enforce, receive and collect the 
same is property within the United 
States owned or controlled by. payable or 
deliverable to, held on behalf of, or on 
account of, or owing to, or which Is evi¬ 
dence of ownership or control by Sakaye 
Sasaki or Tokuichi Sasaki, the aforesaid 
nationals of a designated enemy country 
(JapauJ; 

and it Is hereby determined: 

3. That to the extent that the persons 
named4n subparagraph 1 hereof are not 
within a designated enemy country, the 
national interest of the United States 


requires that such persons be treated as 
nationals of a designated enemy country 
(Japan). 

All determinations and all action re¬ 
quired by law*, including appropriate con¬ 
sultation and certification, having been 
made and taken, and. it being deemed 
necessary in the national interest, 

Therms hereby vested in the Attorney 
General of the United States the property 
described above, to be held, used, admin¬ 
istered, liquidated, sold or otherwise 
dealt with in the interest of and for 
the benefit of the United States. 

The terms "national" and "designated 
enemy country" as used herein shall 
have the meanings prescribed in section 
10 of Executive Order 9193, as amended. 

Executed at Washington. D. C.. on 
December 13. 1950. 

For the Attorney General. 

Tskal) Harold I. Baynton. 

Assistant Attorney General 
Director , Office of Alien Property. 

IF. R. Doc. 60-12651: FUcct, Dec. 29. 1960; 

8:56 a. m.| 


(Voting Order 16428) 

Karl and Warn E. Schenk 

In re: Rights of Karl Schenk and 
Wilma E. Schenk under a contract of 
Insurance. File No. F-28-22705-H-1. 

Under the authority of the Trading 
With the Enemy Act. as amended. Execu¬ 
tive Order 9193. as amended, and Execu¬ 
tive Order 97B8, and pursuant to law, 
after investigation, it is hereby found: 

1. That Karl Schenk and Wilma E. 
Schenk, whose last known address is 
Germany, are residents of Germany and 
nationals of a designated enemy coun¬ 
try (Germany); 

2. That the net proceeds due or to 
become due under a contract of insur¬ 
ance evidenced by Policy No. 13 18^161 
issued by the New York Life Insurance 
Company. New York. New York, to Karl 
Schenk, and any and all other benefits 
and rights of any kind or character 
whatsoever under or arising out of said 
contract of insurance except those of 
the aforesaid New York Life Insurance 
Company together with the right to de¬ 
mand. enforce, receive and collect the 
same Is property within the United 
States owned or controlled by. payable 
or deliverable to. held on behalf of. or 
on account of, or owing to, or which Is 
evidence of ownership or control by Karl 
Schenk or Wilma E. Schenk, the afore¬ 
said nationals of a designated enemy 
country (Germany); 

and it is hereby determined: 

3. That to the extent that the persons 
named in subparagraph i hereof ore not 
within a designated enemy country, the 
national interest of the United States 
requires that such persons be treated as 
nationals of a designated enemy country 
(Germany). 

All determinations and all action re¬ 
quired by law. Including appropriate con¬ 
sultation and certification, having been 
made and taken, and. it being deemed 
necessary in the national Interest, 


There Is hereby vested In the Attor¬ 
ney General of the United States tho 
property described above, to be held, 
used, administered, liquidated, sold or 
otherwise dealt with in the Interest of 
and for the benefit of the United States. 

The terms "national" and "designated 
enemy country" as used herein shall have 
the meanings prescribed in section 10 of 
Executive Order 9193, as amended. 

Executed at Washington, D. C.. on 
December 13. 1950. 

For the Attorney General. 

TsealI Harold I. Baynton, 
Assistant Attorney General , 
Director , Office of Alien Property . 

|F. R, Doc. 50-12552; Filed, Dec, 29. 1950; 

8:66 a. m.) 


w | Vesting Order 16429] 

Franz Karl Otto Sctiledt rr al. 

In re: Rights of Franz Karl Otto 
Schlcdt et at, under insurance contract. 
File No. F-28-132-H-1, 

Under the authority of the Trading 
With the Enemy Act, as amended. Exec¬ 
utive Order 9193, as amended, and Exec¬ 
utive Order 9788, and pursuant to law’, 
after investigation, it is hereby found: 

1. That Franz Karl Otto Schledt, 
whose last known address is Germany, is 
a resident of Germany and a national 
of a designated enemy country (Ger¬ 
many) ; • 

2. That the domiciliary personal rep¬ 
resentatives. heirs, next of kin, legatees 
and distributees, names unknown, of 
Franz Karl Otto Schledt, who there is 
reasonable cause to believe are residents 
of Germany, are nationals of a desig¬ 
nated enemy country (Germany); 

3. That the net proceeds due or to be¬ 
come due under a contract of insurance 
evidenced by policy No. 4 079 143, issued 
by the New York Life Insurance Com¬ 
pany, New York, New York, to Franz 
KarJ Otto Schlcdt. and any and all other 
benefits and rights of any kind or char¬ 
acter whatsoever under or arising out 
of said contract of insurance except 
those of the aforesaid New York Life 
Insurance Company, together with the 
right to demand, enforce, receive and 
collect the same is property within the 
United States owmed or controlled by, 
payable or deliverable to. held on behalf 
of or on account of, or owing to. or which 
is evidence of ownership or control by. 
Franz Karl Otto Schlcdt or the domi¬ 
ciliary personal representatives, heirs, 
next of kin, legatees and distributees, 
names unknown, of Franz Karl Otto 
Schlcdt, the aforesaid nationals of a des¬ 
ignated enemy country (Germany); 

and it is hereby determined: 

4. That to the extent that the person 
named in subparagraph 1 hereof and the 
domiciliary personal representatives, 
heirs, next of kin. legatees and dis¬ 
tributees. names unknowm. of Franz 
Karl Otto Schlcdt, are not within a 
designated enemy country, the national 
interest of the United States requires 
that such person? be treated as nationals 
of a designated enemy country (Ger¬ 
many). 
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All determinations and all action re¬ 
quired by law. Including appropriate con¬ 
sultation and certification, having been 
made and taken, and. It being deemed 
necessary in the national interest. 

There is hereby vested In the Attorney 
General of the United States the prop¬ 
erty described above, to be held, used, 
administered, liquidated, sold or other¬ 
wise dealt with In the interest of and for 
the benefit of the United States. 

The terms "national” and "designated 
enemy country” as used herein shall 
have the meanings prescribed In section 
10 of Executive Order 9193, as amended. 

Executed at Washington. D. C.. on 
December 13. 1950. 

For the Attorney GeneraL 

l seal 1 Harold I. Baynton. 

Assistant Attorney General, 
Director , Office of Alien Property | 

|P. R. Doc. 60-12553; Filed, Dec. 29. I960; 

8:S6 a. id.) 


IVtstlng Order 16430) 

John and Henry Schnackenberg 

In re: Rights of John Schnackenberg 
and Henry Schnackenberg under a con¬ 
tract of insurance. File No. F-28-30382- 
H-l. 

Under the authority of the Trading 
With the Enemy Act. as amended. Ex¬ 
ecutive Order 9193, as amended, and 
Executive Order 9788. and pursuant to 
law, after investigation, it is hereby 
found: 

1. That John Schnackenberg and 
Henry Schnackenberg. whose last known 
address is Germany, are residents of 
Germany and nationals of a designated 
enemy country <Germany); 

2. That the net proceeds due or to 
become due under a contract of in¬ 
surance evidenced by Policy No. 11 229- 
53* issued by the New York Life In¬ 
surance Company. New York. New York, 
to John Schnackenberg. and any and 
all other benefits and rights of any kind 
or character whatsoever under or arising 
out of said contract of insurance except 
those of the aforesaid New York Life 
Insurance Company together with the 
right to demand, enforce, receive and 
collect the same is property within the 
United States owned or controlled by, 
payable or deliverable to. held on behalf 
of. or on account of. or owing to. or which 
Is evidence of ownership or control by 
John Schnackenberg or Henry Schnack¬ 
enberg. the aforesaid nationals of a 
designated enemy country (Germany), 

and it is hereby determined: 

3. That to the extent that the persons 
named in subparagraph 1 hereof are not 
within a designated enemy country, the 
national Interest of the United States 
requires that such persons be treated as 
nationals of a designated enemy country 
(Germany). 

All determinations and all action re* 
Quired by law, including appropriate 
consultation and certification, having 
been made and taken, and, it being 


deemed necessary In the national 
Interest, 

There is hereby vested in the Attorney 
General of the United States the prop¬ 
erty described above, to be held, used, 
administered, liquidated, sold or other¬ 
wise dealt with in the interest of and 
for the benefit of the United States. 
m The terms "national" and "designated 
enemy country" as used herein shall 
have the meanings prescribed in section 
10 of Executive Order 9193, as amended. 

Executed at Washington. D. C. on 
December 13. 1950. 

For the Attorney GeneraL 

(seal! Harold I. Baynton. 

Assistant Attorney General, 
Director . Office of Alien Property. 

[F R. Doc. 50-12554; Filed. Dec. 29, 1950; 

8:56 a. m.J 


[Vesting Order 16431) 

Adolf E. and Marie S. Schonbero 

In re: Rights of Adolf E. Schonberg 
and Marie S. Schonberg under insurance 
contracts. Files No. F-28-134-H-1. H-2. 

Under the authority of the Trading 
With the Enemy Act. as amended. Exec¬ 
utive Order 9193. as amended, and Exec¬ 
utive Order 9788, and pursuant to law, 
after investigation, it is hereby found: 

1. That Adolf E. Schonberg and Marie 
8. Schonberg, w hose last known address 
is Germany, arc residents of Germany 
and nationals of a designated enemy 

• country (Germany); 

2. That the net proceeds due or to be¬ 
come due under contracts of Insurance 
evidenced by policies No. 8 014 643 and 
8 274 369. Issued by the New’ York Life 
Insurance Company, New York. New 
York, to Adolf E. Schonberg. and any 
and all other benefits and rights of any 
kind or character whatsoever under or 
arising out of said contracts of insurance 
except those of the aforesaid New York 
Life Insurance Company together with 
the right to demand, enforce, receive 
and collect the same is property within 
the United States owned or controlled 
by, payable or deliverable to. held on 
behalf of or on account of. or owing to. 
or which is evidence of ownership or 
control by. Adolf E. Schonberg or Marie 
8. Schonberg. the aforesaid nationals of 
a designated enemy country (Germany); 

and it is hereby determined: 

3. That to the extent that the persons 
named in subparagraph 1 hereof arc not 
within a designated enemy country, the 
national interest of the United States 
requires that such persons be treated as 
nationals of a designated enemy country 
(Germany). 

All determinations and all action re¬ 
quired by law. including appropriate 
consultation and certification, having 
been made and taken, and, it being 
deemed necessary in the national in¬ 
terest. 

There is hereby vested in the Attorney 
General of the United States the prop¬ 
erty described above, to be held, used, 
administered, liquidated, sold or other¬ 


wise dealt with in the interest of and for 
the benefit of the United States. 

The terms "national" and "designated 
enemy country" as used herein shall have 
the meanings prescribed in section 10 of 
Executive Order 9193, as amended. 

Executed at Washington, D. C.. on 
December 13. 1950. 

For the Attorney GeneraL 

[sealI Harold I. Baynton, 
Assistant Attorney General, 
Director . Office of Alien Property. 

IP. R. Doc. 60-12555: Plied. Dec. 29. 1950. 
8:56 a. m.J 


| Vesting Order 16433) - 

Paul Johannes Schonfelder et al. 

In re: Rights of Paul Johannes Schon¬ 
felder et al., under insurance contract. 
File No. F-28-26897-H-1. 

Under the authority of the Trading 
With the Enemy Act, as amended. Ex¬ 
ecutive Order 9193. as amended, and Ex¬ 
ecutive Order 9788, and pursuant to law. 
after investigation, it is hereby found: 

1. That Paul Johannes Schonfelder 
and Elfriede Schonfelder. whose last 
known address is Germany, are residents 
of Germany and nationals of a desig¬ 
nated enemy country (Germany); 

2. That the net proceeds due or to be¬ 
come due under a contract of insurance 
evidenced by Policy No. 3.227,783 issued 
by The Mutual Life Insurance Company 
of New York, New York, New York, to 
Paul Johannes Schonfelder. and any and 
all other benefits and rights of any kind 
or character whatsoever under or aris¬ 
ing out of said contract of insurance ex¬ 
cept those of The Mutual Life Insurance 
Company of New York together with the 
right to demand, enforce, receive and 
collect the same is property within the 
United States owned or controlled by. 
payable or deliverable to. held on behalf 
of. or on account of. or owing to. or 
which is evidence of ownership or con¬ 
trol by Paul Johannes Schonfelder or 
Elfriede Schonfelder. the aforesaid na¬ 
tionals of a designated enemy counify 
(Germany); 

and it is hereby determined: 

3. That to the extent that the persons 
named in subparagraph 1 hereof arc not 
within a designated enemy country, the 
national Interest of the United States 
requires that such persons be treated as 
nationals of a designated enemy coun¬ 
try (Germany). 

All determinations and all action re¬ 
quired by law. Including appropriate 
consultation and certification, having 
been made and taken, and, it being 
deemed necessary in the national in¬ 
terest. 

There Is hereby vested In the Attorney 
General of the United States the prop¬ 
erty described above, to be held, used, 
administered, liquidated, sold or other¬ 
wise dealt with in the interest of and 
for the benefit of the United States. 

The terms "national” and "designated 
enemy country" as used herein shall 
have the meanings prescribed ii> section 
10 of Executive Order 9193, as amended. 
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Executed at Washington, D. C., on 
December 13. 1950. 

For the Attorney Oeneral. 

[seal] Harold L Baynton, 
Assistant Attorney General 
Director, Office of Alien Property . 

[P. R. Doc. 50-12550; Plied. Dec. 29. 1950; 
8:56 A, m.| 


IVestlng Order 104351 
Charles and Berta Marceluna 

SCHUCHARD 

In re: Rights of Charles Schuchard 
and Berta Marcelllna Schuchard under 
a contract of insurance. File No. F-20- 
3847-H-l. 

Under the authority of the Trading 
With the Enemy Act. as amended. Ex¬ 
ecutive Order 9193, as amended, and Ex¬ 
ecutive Order 9788. and pursuant to law, 
after investigation, it is hereby found: 

1. That Charles Schuchard, whose 
last known address is Germany, is a resi¬ 
dent of Germany and a national of a 
designated enemy country (Germany); 

2. That Berta Marcelllna Schuchard. 
who on or since the effective date of Ex¬ 
ecutive Order No. 8389, as amended, and 
on or since December 11, 1941, has been 
a resident of Germany, is a national of 
a designated enemy country (Ger¬ 
many) ; 

(3) That the net proceeds due or to 
become due under a contract of insur¬ 
ance evidenced by Policy No. 2825 103 
issued by The Mutual Life Insurance 
Company of New York. New York, New 
York, to Charles Schuchard, and any 
and all other benefits and rights of any 
kind or character whatsoever under or 
arising out of said contract of insurance 
except those of the aforesaid The Mutual 
Life Insurance Company of New York 
together with the right to demand, en¬ 
force, receive and collect the same is 
property within the United States owned 
or controlled by, payable or deliverable 
to, held on behalf of. or on account of, 
or owing to, or which is evidence of own¬ 
ership or control by Charles Schuchard 
or Berta Marccllina Schuchard, the 
aforesaid nationals of a designated eu- 
emy country (Germany); 

and it Is hereby determined: 

4. That to the extent that the person 
named in subparagraph 1 hereof is not 
within a designated enemy country, tho 
national interest of the United States 
requires that such person be treated as 
a national of a designated enemy country 
(Germany); 

5. That the national Interest of the 
United States requires that the said 
Berta Marcelllna Schuchard be treated 
as a national of & designated enemy 
country (Germany). 

All determinations and ail action re¬ 
quired by law, including appropriate 
consultation and certification, having 
been made and taken, and, it being 
deemed necessary in the national 
interest. 

There is hereby vested in the Attorney 
General of the United States the prop¬ 
erty described above, to be held, used, 
administered, liquidated, sold or other¬ 


wise dealt with in the Interest of and 
for the benefit of the United States. 

The terms “national” and “desig¬ 
nated enemy country” as used herein 
shall have the meanings prescribed In 
section 10 of Executive Order 9193, as 
amended. 

Executed at Washington. D. C„ on 
December 13. 1950. 

For the Attorney General. 

[seal] Harold I. Baynton. 

Assistant Attorney General 

Director, Office of Alien Property. 

IP. R. Doc. 50-12557; Plied, Dec. 29. 1950; 

8:56 t. m l 


(Vetting Order 16436) 

Franz Georg and Bernhard Schulte 

In re: Rights of Franz Georg Schulte 
and Bernhard Schulte under an insur¬ 
ance contract. File No. F-28-3042Q-H-1. 

Under the authority of the Trading 
With the Enemy Act. as amended. Ex¬ 
ecutive Order 9193, as amended, and 
Executive Order 9788. and pursuant to 
law. after investigation, it is hereby 
found: 

1. That Franz Georg Schulte and 
Bernhard Schulte, whose last known 
address is Germany, are residents of 
Germany and nationals of a designated 
enemy country (Germany); 
x 2. That the net proceeds due or to be¬ 
come due under a contract of insurance 
evidenced by Policy No. 338-984 issued 
by Pan-American Life Insurance Com¬ 
pany. New Orleans. Louisiana, to Franz 
Georg Schulte, and any and all other 
benefits and rights of any kind or char¬ 
acter whatsoever under or arising out of 
said contract of insurance except those of 
the aforesaid Pan-American Life Insur¬ 
ance Company together with the right to 
demand, enforce, receive and collect the 
same Is property within the United States 
owned or controlled by. payable or deliv¬ 
ers ble to. held on behalf of. or on account 
of. or owing to, or which is evidence of 
ownership or control by Franz Georg 
Schulte or Bernhard Schulte, the afore¬ 
said nationals of a designated enemy 
country (Germany); 

and it is hereby determined: 

3. That to the extent that the persons 
named in subparagraph 1 hereof are 
not within a designated enemy country, 
the national interest of the United 
States requires that such persons be 
treated as nationals of a designated en¬ 
emy country (Germany). 

All determinations and all action re¬ 
quired by law. including appropriate 
consultation and certification, having 
been made and taken, and, it being 
deemed necessary in the national 
interest. 

There is hereby vested in the Attorney 
General of the United States the prop¬ 
erty described above, to be held, used, 
administered, liquidated, sold or other¬ 
wise dealt with in the interest of and for 
the benefit of the United 8tatcs. 

The terms “national” and “designated 
enemy country” as used herein shall 
have the meanings prescribed In section 
10 of Executive Order 9193, as amended. 


Executed at Washington, D. C. on 
December 13. 1950. 

For the Attorney Oeneral. 

(seal! Harold I. Baynton, 
Assistant Attorney General, 
Director, Office of Alien Property . 

|F. R. Doc. 50-12558; Plied, Dec. 29. 1950; 
8:57 a. m.) 


(Vesting Order 164481 
Carl Thieme et al. 

In rc; Rights of Carl Thieme et al., 
under insurance contract. File No. 
F-28-26613-H-1. 

Under the authority of the Trading 
With the Enemy Act. as amended. Ex¬ 
ecutive Order 9193, as amended, and 
Executive Order 9788. and pursuant to 
law, after investigation, it Is hereby 
found: 

1. That Carl Thieme, whose last 
known address is Oermany, is a resident 
of Germany and a national of a desig¬ 
nated enemy country (Oermany); 

2. That the domiciliary personal rep¬ 
resentatives. heirs, next of kin. legatees 
and distributees, names unknown, of 
Carl Thieme. who there is reasonable 
cause to believe are residents of Ger¬ 
many, are nationals of a designated 
enemy country (Germany); 

3. That the net proceeds due or to 
become due under a contract of insur¬ 
ance evidenced by Policy No. 84541 
issued by The Guardian Life Insurance 
Company of America. New York, New 
York, to Carl Thieme, and any and all 
other benefits and rights of any kind 
or character whatsoever under or aris¬ 
ing out of said contract of insurance ex¬ 
cept those of the aforesaid The Guard¬ 
ian Life Insurance Company of America 
together with the right to demand, en¬ 
force, receive and collect the same is 
property within the United States 
owned or controlled by. payable or de¬ 
liverable to. held on behalf of. or on 
account of, or owing to, or which Is evi¬ 
dence of ownership or control by Carl 
Thieme or the domiciliary personal 
representatives, heirs, next of kin, 
legatees and distributees, names un¬ 
known. of Carl Thieme, the aforesaid 
nationals of a designated enemy country 
(Germany); 

and it is hereby determined: 

4. That to the extent that the person 
named in subparagraph 1 hereof and the 
domiciliary personal representatives, 
heirs, next of kin. legatees and distribu¬ 
tees. names unknown, of Carl Thieme, 
are not within a designated enemy coun¬ 
try. the national interest of the United 
States requires that such persons be 
treated as nationals of a designated 
enemy country (Germany). 

All determinations and all action re¬ 
quired by law. including appropriate 
consultation and certification, having 
been made and taken, and. it being 
deemed necessary in the national 
interest. 

There is hereby vested in the Attorney 
General of the United States the prop¬ 
erty described above, to be held, used, 
administered, liquidated, sold or other- 
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wise dealt with in the interest of and for 
the benefit of the United 8tates. 

The terms “national” and “designated 
enemy country” as used herein shall 
have the meanings prescribed in section 
10 of Executive Order 9193, as amended. 

Executed at Washington. D. C.. on 
December 13. 1950. 

For the Attorney General. 

I seal] Harold I. Baynton, 
Assistant Attorney General, 
Director. Office of Alien Property . 

|F. R. Doc. 60-12561: Filed. Dec. 29. 1950: 
8:57 a. m. | 


{Venting Order 16438] 

Yoshio and Ai Shiosaka 

In re: Rights of Yoshio Shiosaka and 
Ai Shiosaka under a contract of insur¬ 
ance. File No. F-39-1635-H-1. 

Under the authority of the Trading 
With the Enemy Act. as amended. Exec¬ 
utive Order 9193. as amended, and 
Executive Order 9788. and pursuant to 
law, after Investigation, it is hereby 
found: 

1. That Yoshio Shiosaka and Ai Shlo- 
saka. whose last known address is Japan, 
are residents of Japan and nationals of 
a designated enemy country (Japan>; 

2. That the net proceeds due or to be¬ 
come due under a contract of insurance 
evidenced by Policy No. 555.940 issued by 
The Manufacturers Life Insurance Com¬ 
pany. Toronto. Ontario. Canada, to 
Yoshio Shiosaka. and any and all other 
benefits and rights of any kind or char¬ 
acter whatsoever under or arising out of 
said contract of insurance except those 
of the aforesaid The Manufacturers Life 
Insurance Company together with the 
right to demand, enforce, receive and 
collect the same (Including without limi¬ 
tation the right to proceed for collection 
against branch offices and legal reserves 
maintained in the United States), is 
property within the United States owned 
or controlled by. payable or deliverable 
to. held on behalf of. or on account of, 
or owing to, or which is evidence of own¬ 
ership or control by Yoshio Shiosaka or 
Ai Shiosaka, the aforesaid nationals of a 
designated enemy country (Japan); 

and it is hereby determined: 

3. That to the extent that the per¬ 
sons named in subparagraph l hereof 
arc not within a designated enemy coun¬ 
try. the national interest of the United 
States requires that such persons be 
treated as nationals of a designated 
enemy country (Japan). 

All determinations and all action re¬ 
quired by law, including appropriato 
consultation and certification, having 
been made and taken, and, it being 
deemed necessary in the national 
interest, 

There is hereby vested In the Attorney 
General of the United States the prop¬ 
erty described above, to be held, used, 
administered, liquidated, sold or other¬ 
wise dealt with in the interest of and for 
the benefit of the United States. 

The terms “national” and “designated 
enemy country” as used herein shall 


have the meanings prescribed in section 
10 of Executive Order 9193. as amended 
Executed at Washington, D. C., on 
December 13, 1950. 

For the Attorney General. 

1 seal] Harold I. Baynton, 

Assistant Attorney General . 
Director , Office of Alien Property. 

|F. R Doc. 50-12559; Filed. Dec. 29. 1950; 
8:57 A. m.) 


[Vetting Order 16441J 
Kan awe Andrew Susuki et al. 

In re: Rights of Kan&me Andrew Su¬ 
suki. et ai, under contract of insurance. 
File F-39-4992-H-1. 

Under the authority of the Trading 
With the Enemy Act. as amended. Exec¬ 
utive Order 9193. as amended, and Ex¬ 
ecutive Order 9788. and pursuant to law, 
after Investigation, it Is hereby found: 

1. That Kanamc Andrew Susuki. Kl- 
yowo Susuki and Mrs, Teiko Susuki, 
whose last known address is Japan, arc 
residents of Japan and nationals of a 
designated enemy country (Japan); 

2. That the net proceeds due or to 
become due under a contract of insur¬ 
ance evidenced by Policy No. 373931-T 
Issued by the Southwestern Life Insur¬ 
ance Company. Dallas, Texas, to Kiyowo 
Susuki. and any and all other benefits 
and rights of any kind or character 
whatsoever under or arising out of said 
contract of insurance except those of 
the aforesaid Southwestern Life Insur¬ 
ance Company together with the right 
to demand, enforce, receive and collect 
the same is property within the United 
States owned or controlled by, payable 
or deliverable to. held on behalf of, or 
on account of, or owing to, or which Is 
evidence of ownership or control by Ka- 
name Andrew Susuki, or Kiyowo Susuki 
or Mrs. Teiko Susuki, the aforesaid na¬ 
tionals of a designated enemy country 
(Japan); 

and it is hereby determined: 

3. That to the extent that the persons 
mimed in subparagraph 1 hereof are not 
within a designated enemy country, the 
national interest of the United States re¬ 
quires that such persons be treated as 
nationals of a designated enemy country 
(Japan). 

All determinations and all action re¬ 
quired by law. including appropriato 
consultation and certification, having 
been made and taken, and, it being 
deemed necessary in the national In¬ 
terest, 

There is hereby vested in the Attor¬ 
ney Oeneral of the United States the 
property described above, to be held, 
used, administered, liquidated, sold or 
otherwise dealt with in the interest of 
end for the benefit of the United States. 

The terms “national” and “designated 
enemy country” as used herein shall 
have the meanings prescribed in sec¬ 
tion 10 of Executive Order 9193, as 
amended. 


Executed at Washington, D. C.. on 
December 13, 1950. 

For the Attorney General. 

I seal 1 Harold I. Baynton, 

Assistant Attorney General, 
Director, Office of Alien Property . 

|P. R. Doc. 50-12560; Filed. Dec, 29. 1950; 
8:57 a. m.J 


(Vesting Order 16440) 

Johann F. W. Thiermann 

In re: Rights of Johann F. W. Thier¬ 
mann also known as Hans Thiermann et 
al. under insurance contract. File No. 
F-28-2563-H-1. 

Under the authority of the Trading 
With the Enemy Act. as amended. Exec¬ 
utive Order 9193, as amended, and Exec¬ 
utive Order 9788. and pursuant to law. 
after investigation, it is hereby found: 

1. That Johann F. W. Thiermann. 
also known as Hans Thiermann and Hed- 
wig A. Thiermann. whose last known 
address is Germany, arc residents of 
Germany and nationals of a designated 
enemy country (Germany); 

2. That the net proceeds due or to be¬ 
come due under a contract of insurance 
evidenced by policy No. 637182. Issued by 
The Mutual Benefit Life Insurance Com¬ 
pany, Newark. New Jersey, to Johann F. 
W. Thiermann, also known as Hans 
Thiermann. and any and all other bene¬ 
fits and rights of any kind or character 
whatsoever under or arising out of said 
contract of insurance except those of the 
aforesaid The Mutual Benefit Life In¬ 
surance Company together with the 
right to demand, enforce, receive and 
collect the same is property within the 
United States owned or controlled by. 
payable or deliverable to, held on behalf 
of or on account of. or owing to, or which 
is evidence of ownership or control by. 
Johann F, W. Thiermann, also known as 
Hans Thiermann or Hedwlg A. Thier¬ 
mann. the aforesaid nationals of a desig¬ 
nated enemy country (Germany); 

and it Is hereby determined: 

3. That to the extent that the persons 
named in subparagraph 1 hereof are not 
within a designated enemy country, the 
national interest of the United States 
requires that such persons be treated as 
nationals of a designated enemy country 
(Germany). 

All determinations and all action re¬ 
quired by law. including appropriate 
consultation and certification, having 
been made and taken, and. it being 
deemed necessary in the national in¬ 
terest. 

There is hereby vested In the Attorney 
General of the United States the prop¬ 
erty described above, to be held, used, 
administered, liquidated, sold or other¬ 
wise dealt with in the interest of and 
for the benefit of the United States. 

The terms “national” and “designated 
enemy country” as used herein shall 
have the meanings prescribed In sec¬ 
tion 10 of Executive Order 9193. as 
amended. 
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Executed at Washington. D. C„ on 
December 13. 1950. 

For the Attorney General. 

(seal! Harold t Baynton. 
Assistant Attorney General , 
Director . Office of Alien Property . 

IP. R Doc. 50-12662; Filed. Dec. 29. I960; 
8:57 a. m.J 


| Vesting Order 16451) 

John Trips 

In re: In the matter of the estate of 
John Trips, deceased. File No. D-28- 
12782; E. & T. sec. 16959. 

Under the authority of the Trading 
With the Enemy Act. as amended. Execu¬ 
tive Order 9193. as amended, and Execu¬ 
tive Order 9788, and pursuant to law, 
after investigation. It Is hereby found: 

1. That Anna Katharlna Henrietta 
Tauer. also known as Jetta Tauer. Else 
Raps. Irmgard Renedikt. Klcmens Edel, 
Peter Edel. Elisabeth Edel. Johann Georg 
Lorenx, Max Lorens. Katharlna Zelger, 
and Maria Wolf, whose last known ad¬ 
dress is Germany, are residents of Ger¬ 
many and nationals of a designated 
enemy country (Germany); 

2. That all right, title, interest and 
claim of any kind or character whatso¬ 
ever of the persons named in subpara¬ 
graph 1 hereof, and each of them, in 
and to the estate of John Trips, deceased, 
is property payable or deliverable to. or 
claimed by the aforesaid nationals of a 
designated enemy country <Germany >; 

3. That such property is In process of 
administration by Mcrvyn F. Bell, as 
agent, acting under the judicial super¬ 
vision of the Superior Court of King 
County, Washington; 

and it is hereby determined: 

4. That to the extent that the persons 
named in subparagraph 1 hereof are not 
within a designated enemy country, the 
national interest of the United States 
requires that such persons be treated as 
nationals of a designated enemy oountry 
i Germany). 

All determinations and all action 
required by law. including appropriate 
consultation and certification, having 
been made and taken, and. it being 
deemed necessary in the national 
interest. 

There Is hereby vested In the Attorney 
General of the United States the 
property described above, to be held, 
used, administered, liquidated, sold or 
otherwise dealt with in the interest of 
and for the benefit of the United States. 

The terms "national" and "designated 
enemy country" as used herein shall have 
the meanings prescribed in section 10 of 
Executive Order 9193, as amended. 

Executed at Washington, D. C.. on 
December 13. 1950. 

For the Attorney General. 

I seal) Harold I. Baynton. 

Assistant Attorney General. 

Director , Office of Alien Property. 

|P. R. Doc. 50-12584: Filed. Dec. 29. 1950; 
8:57 a. m.J 


|Vesting Order 18450) 

Satoru and Mrs. Tome Tofukujx 

In re: Rights of Satoru Tofukujl and 
Mrs. Tome Tofukujl under insurance 
contract. File No. D-39-19067-H-1. 

Under the authority of the Trading 
With the Enemy Act. as amended. 
Executive Order 9193. as amended, and 
Executive Order 9788, and pursuant to 
law. after Investigation, it is hereby 
found: 

1. That Satoru Tofukujl and Mrs, 
Tome Tofukujl, whose last known ad¬ 
dress is Japan, are residents of Japan 
and nationals of a designated enemy 
country (Japan): 

2. That the net proceeds due or to be¬ 
come due under a contract of insurance 
evidenced by Policy No. 1511.148 issued 
by the Sun Life Assurance Company of 
Canada. Montreal, Quebec, Canada, to 
Satoru Tofukujl. and any and ail other 
benefits and rights of any kind or char¬ 
acter whatsoever under or arising out 
of said contract of Insurance except those 
of the aforesaid Sun Life Assurance Com¬ 
pany of Canada together with the right 
to demand, enforce, receive and collect 
the same (Including without limitation 
the right to proceed for collection against 
branch offices and legal reserves main¬ 
tained in the United States). Is property 
within the United States owned or con¬ 
trolled by. payable or deliverable to, held 
on behalf of. or on account of. or owing 
to. or which is evidence of ownership or 
control by Satoru Tofukujl or Mrs. Tome 
Tofukuji. the aforesaid nationals of a 
designated enemy country (Japan); 

and it is hereby determined: 

3. That to the extent that the persons 
named in subparagraph 1 hereof are not 
within a designated enemy country, the 
national interest of the United States 
requires that such persons be treated 
as nationals of a designated enemy 
country (Japan). 

Ail determinations and ail action re¬ 
quired by law, including appropriate 
consultation and certification, having 
been made and taken, and. it being 
deemed necessary In the national In¬ 
terest. 

There Is hereby vested in the Attorney 
General of the United States the prop¬ 
erty described above, to be held, used, 
administered, liquidated, «old or other¬ 
wise dealt with in the interest of and for 
the benefit of the United States. 

The terms "national" and "designated 
enemy country" as used herein shall 
have the meanings prescribed in section 
10 of Executive Order 9193, as amended. 

Executed at Washington. D. C.. on 
December 13. 1950. 

For the Attorney General 

[seal) Harold I. Baynton. 

Assistant Attorney General , 
Director . Office of Alien Property. 

|F. R. Doc. 60-12583: Filed, Dec. 29. 1950; 

8:57 a. tn.) 


(Vetting Order 18452) 

Luise and Harriet Uci 

In re: Rights of Luise Ugl and Har¬ 
riet Ugl under insurance contract. File 
No. F-28-22753-H-L 


Under the authority of the Trading 
With the Enemy Act, as amended, Execu¬ 
tive Order 9193. as amended, and Execu¬ 
tive Order 9788, and pursuant to law, 
after investigation, it is hereby found: 

1. That Luise Ugi and Harriet Ugl 
whose last known address Is Germany, 
arc residents of Germany and nationals 
of a designated enemy country (Ger¬ 
many) ; 

2. That the net proceeds due or to 
become due under a contract of Insur¬ 
ance evidenced by Policy No. 12 526 991 
issued by the New York Life Insurance 
Company. New York. New York, to Luise 
Ugi. and any and oil other benefits and 
rights of any kind or character whatso¬ 
ever under or arising out of said contract 
of insurance except those of the afore¬ 
said New r York Life Insurance Company 
together with the right to demand, en¬ 
force. receive and collect the same Is 
property within the United States ow ned 
or controlled by. payable or deliverable 
to. held on behalf of. or on account of. 
or owing to. or which is evidence of 
ownership or control by Luise Ugl or 
Harriet Ugl. the aforesaid nationals of 
a designated enemy country (Germany); 

end Tt is hereby determined: 

3. That to the extent that the persons 
named in subparagraph 1 hereof are not 
within a designated enemy country, the 
national Interest of the United States 
requires that such persons be treated as 
nationals of a designated enemy country 
(Germany). 

All determinations and all action re¬ 
quired by law, including appropriate con¬ 
sultation and certification, having been 
made and taken, and. It being deemed 
necessary In the national interest, 

There is hereby vested in the Attorney 
General of the United States the prop¬ 
erty described above, to be held, used, ad¬ 
ministered, liquidated, sold or otherwise 
dealt with in the interest of and for the 
benefit of the United States. 

The terms "national" and "designated 
enemy country" as used herein shall 
have the meanings prescribed in section 
10 of Executive Order 9193, as amended. 

Executed at Washington, D. C., on 
December 13, 1950. 

For the Attorney General 

(seal] Harold I. Baynton, 
Assistant Attorney General. 

Director . Office of Alien Property . 

|F. R. Doc. 50-12565: Filed, Dec. 29. I960; 

8:57 a. m ) 


(Vesting Order 16454] 

Yurino and Masaichi Uyesttcx 

In re: Rights of Yurino Uyesugi and 
Masaichi Uyesugi under insurance con¬ 
tract. File No. F-39-4542-H-1. 

Under the authority of the Trading 
With the Enemy Act. as amended. Exec¬ 
utive Order 9193, os amended, and Exec¬ 
utive Order 9788, and pursuant to law, 
after Investigation, it is hereby found: 

1. That Yurino Uyesugi and Masaichi 
Uyesugi, whose last known address Is 
Japan, are residents of Japan and na¬ 
tionals of a designated enemy country 
(Japan); 
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NOTICES 


2. That the net proceeds due or to 
become due under a contract of Insur¬ 
ance evidenced by Policy No. 15 292 022. 
issued by the New York Life Insurance 
Company. New York, New York, to Yu- 

f 'Tx rino Uyesugi, and any and all other benc- 
Jr fits and rights of any ktnd or character 

whatsoever under or arising out of said 
- x i ' contract of insurance except those of 

Uie aforesaid New York Life Insurance 
f ° Company together with the right to de¬ 
mand. enforce, receive and collect the 
• same is property within the United 

States owned or controlled by. payable 
or deliverable to. held on behalf of, or 
on account of. or owing to. or which is 
evidence of ownership or control by Yu- 
rino Uyesugi or Masaichi Uyesugi, the 
aforesaid nationals of a designated en¬ 
emy country (Japan); 

and It is hereby determined: 

3. That to the extent that the persons 
named in subparagraph 1 hereof are not 
within a designated enemy country, the 
national Interest of the United States 
requires that such persons be treated as 
nationals of a designated enemy country 

/ v (Japan». 

All determinations and nil action re- 
> >*|uired by law. including epproprlatf con- 

, A / sultation and certification, having been 
/ » made and taken, and, it being deemed 

3 necessary in the national interest. 

There is hereby vested in the Attorney 
General of the United States the prop¬ 
erty described above, to be held, used, 
administered, liquidated, sold or other¬ 
wise dealt with in the interest of and for 
the benefit of the United States. 

The terms “national” and “dtsignated 
enemy country” as used herein shall have 
the meanings prescribed in section 10 of 
Executive Order 9193. as amended. 

Executed at Washington. D. C.. on 
December 13. 1950. 

For the Attorney General. 


the aforesaid New York Life Insurance 
Company together with the right to de¬ 
mand, enforce, receive and collect the 
same is property within the United 
States owned or controlled by, payable 
or deliverable to. held on behalf of. or 
on account of. or owing to. or which is 
evidence of ow nership or control by Ta- 
dao Wake or Hideo Woke, the aforesaid 
nationals of a designated enemy country 
(Japan); 

and it is hereby determined: 

3. That to the extent that the persons 
named In subparagraph I hereof are not 
within a designated enemy country, the 
national interest of the United States 
requires that such persons be treated as 
nationals of a designated enemy country 
(Japan). 

All determinations and all action re¬ 
quired by law. including appropriate 
consultation and certification, having 
been made and taken, and. it being 
deemed necessary in the national 
interest. 

There is hereby vested in the Attorney 
General of the United States the prop¬ 
erty described above, to be held. used, ad¬ 
ministered, liquidated, sold or otherwise 
dealt with in the Interest of and for the 
benefit of the United States. 

The terms “national” and “designated 
enemy country” as u~ed herein shall 
have the meanings prescribed in section 
10 of Executive Order 9193, as amended. 

Executed at Washington. D. C„ on 
December 13. 1950. 

For the Attorney General. 

(seal! Harold 1. Baynton. 

Assistant Attorney General, 
Director , Office of Allen Property. 

|F. B. Doc. 60-12567; Filed. Dec. 23 . KfO; 

8*57 a. m. | 


property within the United States owned 
or controlled by, payable or deliverable 
to. held on behalf of. or on account of. 
or owing to. or which is evidence of 
ownership or control by Max H Wald- 
hausen, or Agnes Waldhausen or Marta 
E. Waldhai^on, and Hans A Wnld- 
hausen. the aforesaid nationals of a 
designated enemy country (Germany); 

and it is hereby determined: 

3. That to the extent that the persons 
named in subparagraph 1 hereof are not 
within a designated enemy country, the 
national interest of the United States 
requires that such persons be treated as 
nationals of a designated enemy coun¬ 
try (Germany). 

All determinations and all action re¬ 
quired by law. including appropriate 
consultation and certification, having 
been made and taken, and. it being 
deemed necessary In the national in¬ 
terest. 

There is hereby vested in the Attor¬ 
ney General of the United Busies the 
property described above, to be held, 
used, administered, liquidated, sold or 
otherwise dealt with In the interest of 
and for the benefit of the United States. 

The terms “national” and “designated 
enemy country” as used herein shall 
have the meanings prescribed In section 
10 of Executive Order 9193, as amended. 

Executed at Washington. D. C.. on 
December 13, 19J0. 

For the Attorney General 

(seal) Harold L Baynton, 
Assistant Attorney General. 

Director, Office of Alien Property. 

|F R. Doc. 60-12558; Filed. Dec. 29. 19.0; 

0:57 a. m.j 


Vito and Giuseppe Molea 



(seal) Harold I. Baynton. 
Assistant Attorney General . 
Director , Office of Alien Property. 

[F. II. Doc. 60-12566; Filed, Dec. 29. 1050; 
8:57 a. m.| 


| Vesting Order 16455) 

Tadao and Hideo Wake 

In re: Rights of Tadao Wake and 
Hideo Wake under an insurance con¬ 
tract, File No. F-39-2305-H-1. 

Under the authority of the Trading 
W r ith the Enemy Act. as amended. Exec¬ 
utive Order 9193. as amended, and Exec¬ 
utive Order 9788. and pursuant to law, 
after investigation, it is hereby found: 

1. That Tadao Wake and Hideo Wake, 
whose last known address is Japan, are 
residents of Japan and nationals of a 
designated enemy country (Japan); 

2. That the net proceeds due or to 
become due under a contract of insur¬ 
ance evidenced by Policy No. 4 979 746 
Issued by the New York Life Insurance 
Company. New York, New York, to Ta¬ 
dao Wake, and any and ail other benefits 
and rights of any kind or character 
whatsoever under or arising out of said 
contract of insurance except those of 


IVccting Order 16456| 

Max H. Waldhausen et al. 

In re: Rights of Max H. Waldbauscn, 
et al.. under insurance contract. File: 
F-28-7S93-H-1. 

Under the authority of the Trading 
With the Enemy Act, as amended. Ex¬ 
ecutive Order 9193, as amended, and 
Executive Order 9788. and pursuant to 
law. after Investigation, it is hereby 
found: 

L That Max H. Waldhausen. Agnes 
Waldhausen. Maria E. Waldhausen and 
Hans A. Waldhausen, whose last known 
address is Germany, are residents of 
Germany and nationals of a designated 
enemy country (Germany); 

2. That the net proceeds due or to 
become due under a contract of insurance 
evidenced by Policy No. 1 925 831 Issued 
by The Northwestern Mutual Life Insur¬ 
ance Company. Milwaukee. Wisconsin, 
to Max H. Waldhausen, and any and all 
other benefits and rights of any kind or 
character whatsoever under or arising 
out of said contract of insurance except 
those of the aforesaid The Northwestern 
Mutual Life Insurance Company to¬ 
gether with the right to demand, en¬ 
force. receive and collect the same is 


NOTICE or INTENTION TO RETURN VESTED 
PROPERTY 

Pursuant to section 32 (f) of the Trad¬ 
ing With the Enemy Act. as amended, 
notice is hereby given of intention to 
return, on or after 30 days from the dale 
of the publication hereof, the following 
property, subject to any increase or de¬ 
crease resulting from the administra¬ 
tion thereof prior to return, and after 
adequate provision for taxes and con¬ 
servatory expenses: 

Claimant, Claim No., Property, and Location 

Vito Molea. Rome. Italy. Claim No. 38476; 
Giuseppe Molea. Rome. Italy, Claim No. 
36648; $1,598.38 In the Treasury of the United 
States, one-half thereof to each claimant. 
AU right, title and Interest of the Attorney 
General, Acquired pursuant to Vesting Order 
405 in and to 160 shares of Corner Mott and 
Hester Streets, Inc., a New York Corporation, 
one-holi thereof to each claimant. 

Executed at Washington, D. C.. on 
December 26, 1950. 

For the Attorney General. 

[seal) Harold I. BayntoN. 
Assistant Attorney General . 
Director, Office of Alien Ptbperty. 

|F R. Doc. 60-12573; Filed, Dec. 29. 1950; 
8:57 A. m.] 











